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Introduction:
The Trade and Economic Benefits of Enhanced
Intellectual Property Protection for
Pharmaceuticals in Canada

Nadeem Esmail

Can ada is in the midst of a num ber of free trade ne go ti a tions, the most im por tant
of which are the soon-to-be com pleted Com pre hen sive Eco nomic and Trade
Agree ment (CETA) with the Eu ro pean Un ion and the multi-coun try Trans-Pa cific 
Part ner ship (TPP).  A key is sue to be set tled in these ne go ti a tions is in tel lec tual
prop erty (IP) pro tec tion for phar ma ceu ti cal in no va tion. In ne go ti a tions for both
agree ments, Can ada faces pres sure to en hance IP pro tec tion so that it more closely
aligns with pro tec tion that pre vails in Eu rope and the United States, among other
na tions. While en hanced IP pro tec tion is not the only mat ter to be re solved in
these ne go ti a tions, and while other cri te ria need to be met be fore Ca na di ans can
reap the ben e fits of these free trade agree ments, this pol icy area is nev er the less of
sig nif i cant im por tance to Can ada’s coun ter parts in these trade dis cus sions. 

The pres sure for Can ada to enhance IP pro tec tion comes on three key fronts.
The first is pat ent term res to ra tion (that is, restor ing pat ent time lost to man da tory 
reg u la tory delays). The sec ond is on a right of appeal for pat ent hold ers (in other
words, allow ing pat ent hold ers in Can ada the right to appeal court rul ings that
inval i date their pat ent). And the third is extended data exclu siv ity, the time dur ing
which generic man u fac tur ers are not per mit ted to use inno va tor data for drug
approv als.

A cen tral ques tion for Can ada in these nego ti a tions is whether the increased
cost of med i cines that would result from enhanced IP pro tec tion are out weighed
by poten tial eco nomic ben e fits, such as addi tional eco nomic activ ity in the inno va -
tive phar ma ceu ti cal sec tor in Can ada and those gen er ated by free trade agree -
ments. The two essays in this series seek to answer that ques tion by exam in ing
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poten tial gains from trade as well as addi tional eco nomic ben e fits that would result 
from stron ger intel lec tual prop erty pro tec tion in Can ada.

What Can ada stands to gain

In “Strength en ing In tel lec tual Prop erty Pro tec tion for Phar ma ceu ti cal In no va tion: 
What Can ada Stands to Gain,” phar ma ceu ti cal IP pro tec tion ex pert and as so ci ate
pro fes sor of eco nom ics at Col o rado Col lege Dr. Kristina Lybecker finds Can ada’s
pro tec tion of phar ma ceu ti cal in no va tor in tel lec tual prop erty falls short of in ter na -
tional stan dards. Phar ma ceu ti cal in no va tors face shorter ef fec tive pe ri ods of pat -
ent pro tec tion in Can ada, fewer years of data ex clu siv ity, and an un equal court
ap peal pro cess for chal lenged pat ents rel a tive to the prop erty pro tec tion pro vided
un der reg u la tions in other de vel oped coun tries. These short com ings of the Ca na -
dian IP pro tec tion re gime re duce drug costs, but come at a price to Can ada’s econ -
omy and its ac cess to inno va tion.

After review ing the evi dence, Dr. Lybecker finds the ben e fits of enhanced IP
pro tec tion would be many and mul ti fac eted. Broader trade ben e fits include
reduced tar iffs and trade bar ri ers, greater access to for eign mar kets, and poten -
tially increased trade. Fur ther ben e fits include reduced legal ambi gu ity and lit i ga -
tion in Can ada, greater research and devel op ment (R&D) expen di tures, addi tional
job cre ation in the phar ma ceu ti cal indus try, greater phar ma ceu ti cal self-suf fi -
ciency, improved access to med i cal inno va tions, and addi tional inno va tion in med -
i cines. In all, Dr. Lybecker finds the trade and eco nomic ben e fits of enhanced IP
pro tec tion would more than com pen sate for the esti mated $367 mil lion to $903
mil lion per year increase in phar ma ceu ti cal expen di tures. Indeed, esti mates of
increased trade through CETA alone sug gest a $12 bil lion annual ben e fit to the
Cana dian econ omy.

The benefits from trade agreements

In her es say “Can ada’s Trade Agree ments and the Phar ma ceu ti cal In dus try: The
Road to Asia Runs through Brussels,” Dr. Laura Dawson, in ter na tional trade spe -
cial ist and for mer se nior ad vi sor to the US gov ern ment on trade and eco nomic is -
sues, adds to the case for en hanced IP pro tec tion in an ex am i na tion of the po ten tial 
eco nomic ben e fits of CETA and the TPP. Dr. Dawson finds con sid er able eco nomic 
ben e fits from both trade agree ments that may jus tify Ca na dian con ces sions in this
pol icy area. 

Dr. Dawson’s essay reveals that CETA offers access to the world’s larg est sin -
gle mar ket (the EU) with a pop u la tion of over 500 mil lion, and a GDP of $17.4 tril -
lion. Accord ing to a joint study by the Cana dian and EU gov ern ments, CETA has
been esti mated to offer a 20 per cent boost to Can ada’s exports to the EU. More
spe cif i cally, CETA offers reduced tar iffs (par tic u larly for fish and sea food, foot -
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wear, and tex tiles), access to the EU’s $3 tril lion gov ern ment pro cure ment mar ket,
and some $2.3 bil lion in non-tar iff bar rier reduc tions (includ ing reg u la tory dupli -
ca tion, pack ag ing, and label ing require ments). 

The Trans-Pacific Part ner ship offers a sim i larly large eco nomic ben e fit,
where TPP coun tries (Aus tra lia, Brunei Darussalam, Can ada, Chile, Japan, Malay -
sia, Mex ico, New Zea land, Peru, Sin ga pore, the US, and Viet nam) rep re sent a pro -
spec tive free trade zone of over 785 mil lion peo ple with a GDP in excess of $26.4
tril lion. TPP may yield annual income gains of $9.9 bil lion for Can ada and increase
exports by nearly $16 bil lion. While the short term gains for Can ada are rel a tively
small, the major attrac tion of this trade agree ment is the size and dyna mism of the
Asian mar ket (includ ing China’s poten tial future inclu sion) where high growth
rates sug gest prom is ing future demand for con sumer and lux ury goods. Can ada
also main tains defen sive inter ests in TPP nego ti a tions; in par tic u lar its eco nomic
and polit i cal rela tion ship with the United States and in ensur ing it is not shut out of 
pref er en tial mar ket access arrange ments in Asia and Latin Amer ica.

A strong and clear pos i tive pol icy direc tion for Can ada emerges from the two
essays. Of course, no pol icy posi tion is with out its costs, which in this case have
been a strong moti va tor for many pol icy ana lysts and com men ta tors opposed to
enhanced IP pro tec tion. As Dr. Lybecker notes, “[t]he debate over intel lec tual
prop erty rights in the phar ma ceu ti cal indus try elic its pas sion ate argu ments from
both defend ers and oppo nents. On both sides of the issue, advo cates cling to emo -
tional jus ti fi ca tions and vehe mently defend their posi tions.” When it comes to
CETA and TPP nego ti a tions, how ever, the ben e fits of trade (includ ing greater
access to mar kets with a com bined GDP in excess of $43.8 tril lion and annual esti -
mated ben e fits of nearly $22 bil lion for Can ada) far exceed any increase in health
expen di tures that might result from bring ing Can ada’s IP pro tec tion regime in line
with those in other devel oped nations. Fur ther off set ting the increase in drug costs
is a poten tial expan sion in Cana dian eco nomic activ ity, as well as an increase in
drug research and inno va tion, and access for Cana di ans to that inno va tion. 
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Strengthening Intellectual Property Protection
for Pharmaceutical Innovation: What Canada
Stands to Gain

by Kristina M. Lybecker1

Sum mary

Can ada is cur rently in the midst of ne go ti at ing two in ter na tional trade agree ments: 
the Com pre hen sive Eco nomic and Trade Agree ment (CETA) with the Eu ro pean
Un ion, and the Trans-Pa cific Part ner ship Agree ment (TPP) with Aus tra lia, Brunei
Darussalam, Chile, Ja pan, Ma lay sia, Mex ico, New Zea land, Peru, Sin ga pore, the
United States, and Viet nam. 

Crit ics have argued that Can ada’s pro tec tion of intel lec tual prop erty in the
phar ma ceu ti cal indus try falls short of inter na tional stan dards. His tor i cally, inter -
na tional trade agree ments have been used repeat edly as the impe tus for strength -
en ing intel lec tual prop erty rights. Strong pre ce dents were set with Can ada’s
acces sion to the North Amer i can Free Trade Agree ment (NAFTA) in 1992, and
with the Marrakesh Agree ment which estab lished the World Trade Orga ni za tion
(WTO) in 1995. 

The cur rent CETA and TPP trade nego ti a tions neces si tate that the legal
frame work sur round ing intel lec tual prop erty rights in the phar ma ceu ti cal indus -
try be re-exam ined. There are three spe cific changes under dis cus sion: data exclu -
siv ity, pat ent term exten sions, and the Inno va tor’s Right of Appeal.

The ben e fits to inter na tional trade agree ments and the req ui site stron ger
intel lec tual prop erty rights for the inno va tive phar ma ceu ti cal indus try are many
and mul ti fac eted. Most fun da men tally, enhanced intel lec tual prop erty pro tec tion
will strengthen the inno va tive phar ma ceu ti cal indus try and facil i tate Can ada’s
acces sion to the inter na tional trade agree ments under nego ti a tion. From a wider
per spec tive, the ben e fits to Can ada from intel lec tual prop erty pro tec tion will

1 The author wishes to thank Ste ven Globerman and other anon y mous review ers for their thor -
ough review of this manu script. All remain ing errors are the author's own.



include increased trade, greater access to for eign mar kets, and reduced tar iffs and
trade bar ri ers. There are other, less obvi ous ben e fits, too. They include reduced
legal ambi gu ity and lit i ga tion, greater research and devel op ment expen di tures,
addi tional job cre ation in the phar ma ceu ti cal indus try, greater phar ma ceu ti cal
self-suf fi ciency, improved access to med i cal inno va tions, and addi tional inno va -
tion in cut ting-edge treat ments and ther a pies.

At first glance, the advan tages of stron ger intel lec tual prop erty pro tec tion for 
the inno va tive phar ma ceu ti cal indus try are impres sive. Closer scru tiny reveals
them to be essen tial to con tin ued eco nomic growth and pros per ity. 

Intro duc tion

Can ada is cur rently in the midst of ne go ti at ing two in ter na tional trade agree ments: 
the Com pre hen sive Eco nomic and Trade Agree ment (CETA) with the Eu ro pean
Un ion, and the Trans-Pa cific Part ner ship Agree ment (TPP) with Aus tra lia, Brunei
Darussalam, Chile, Ja pan, Ma lay sia, Mex ico, New Zea land, Peru, Sin ga pore, the
United States and Viet nam. These ne go ti a tions have led to a care ful ex am i na tion
of Can ada’s in tel lec tual prop erty (IP) pro tec tion re gime, par tic u larly the pro tec -
tion avail able to the in no va tive phar ma ceu ti cal in dus try. Crit ics, in clud ing the Eu -
ro pean Un ion and the brand-name in dus try, ar gue that Can ada’s pro tec tion of
in tel lec tual prop erty in the phar ma ceu ti cal in dus try falls short of in ter na tional
stan dards, and both agree ments may re quire that to be com pleted, these
protections be strength ened.

The debate over intel lec tual prop erty rights in the phar ma ceu ti cal indus try
elic its pas sion ate argu ments from both the indus try’s defend ers and oppo nents.
On both sides of the issue, advo cates cling to emo tional jus ti fi ca tions and vehe -
mently defend their posi tions. Pub lic policymaking sur round ing access to med i -
cines is located at the inter sec tion of eco nomic pol icy and pub lic health. The stakes 
are very high, not only for indus try prof its, but for human life. Accord ingly, it is not
sur pris ing that for the phar ma ceu ti cal indus try intel lec tual prop erty rights (IPRs)
have become extremely con ten tious in the ongo ing nego ti a tions.

With out ques tion, the legal archi tec ture sur round ing intel lec tual prop erty
rights pro tec tion and the national reg u la tory regime are pow er ful forces shap ing
the phar ma ceu ti cal indus try, its prof it abil ity, pro duc tiv ity, and inno va tive future.
Each of these forces also has con se quences for the Cana dian econ omy and for
access by Cana di ans to med i cal inno va tions. In the course of ongo ing trade nego ti -
a tions, sev eral aspects of the Cana dian sys tem have come under scru tiny and
changes to these aspects have become cen tral to the nego ti a tions.2

10    The Trade Benefits of Enhanced IP Protection for Pharmaceuticals in Canada
    edited by Nadeem Esmail   Z   Fraser Institute 2013

2 Of course it is impos si ble to dis cern pre cisely how impor tant this aspect of the trade agree ment
nego ti a tion is rel a tive to all oth ers, as the nego ti a tions are ongo ing and many aspects under dis -
cus sion are con fi den tial. It is clear, though, that IP pro tec tion is very impor tant for the phar ma -
ceu ti cal indus try and has the poten tial to become a stick ing point in these nego ti a tions.



The legal and eco nomic issues per me at ing the phar ma ceu ti cal indus try are
dis tinct from those in other research-inten sive indus tries due to sev eral inter re -
lated fea tures. As Danzon (1999) describes, there are three fea tures in par tic u lar:
the rapid pace of tech no log i cal change and the vital impor tance of intel lec tual
prop erty pro tec tion; the reg u la tion of vir tu ally every aspect of the indus try; and the 
global nature of phar ma ceu ti cal research and devel op ment along with the
incentive for free-rid ing on the global joint costs of devel op ment. Each of these
fea tures pres ents unique eco nomic and legal chal lenges to the inno va tion of new
drugs and to the pub lic health pol i cies that sur round their pro duc tion, mar ket -
ing, and dis tri bu tion.

Given that pat ents and other forms of intel lec tual prop erty pro tec tion are
disproportionally impor tant to the research-based phar ma ceu ti cal indus try, the
legal archi tec ture nec es sary to fos ter a robust, inno va tion-based indus try is exten -
sive. This paper aims to assess the pro posed changes to the Cana dian legal regime
and eval u ate the impact and ben e fits of stron ger intel lec tual prop erty pro tec tion
for the inno va tive phar ma ceu ti cal indus try— adjust ments that will cer tainly
encour age indus try growth. 

Admit tedly, these changes are not cost less. An inter nal Cana dian gov ern -
ment cal cu la tion of the effect of stiffer brand-name pat ent pro tec tion places the
cost for the extra rig our at between $367 mil lion and $903 mil lion per year, since
generic sub sti tutes would be slower to mar ket (Scoffield, 2012). The changes
would result in pro vin cial gov ern ments and con sum ers pur chas ing more expen -
sive, brand-name drugs for a lon ger period. How ever, the costs of extended pat ent
pro tec tion must be weighed against its ben e fits, and the ben e fits are sig nif i cant.
Stron ger intel lec tual prop erty pro tec tion for pharmaceuticals enhances inno va -
tion, which gen er ates both eco nomic and health ben e fits. This study exam ines
these ben e fits in the con text of inter na tional trade ben e fits, indus try pros per ity
and invest ment, domes tic eco nomic growth, and health con se quences.

The use of trade agree ments to strengthen intel lec tual 
prop erty rights 

His tor i cally, in ter na tional trade agree ments have been used re peat edly as the im -
pe tus for strength en ing in tel lec tual prop erty rights. Not sur pris ingly, phar ma ceu -
ti cal pat ents are again at the fore front of the Com pre hen sive Eco nomic and Trade
Agree ment (CETA) and the Trans-Pa cific Part ner ship Agree ment (TPP) ne go ti a -
tions. Joel Lexchin ar gues that “there has been an al most in sep a ra ble link be tween
the phar ma ceu ti cal in dus try, pat ent pro tec tion, and trade agree ments” (Lexchin,
2001: 1). Strong pre ce dents were set when the Can ada-US Free Trade Agree ment
was signed in 1987, fol lowed by Can ada’s ac ces sion to the North Amer i can Free
Trade Agree ment (NAFTA) in 1992, and again with the Marrakesh Agree ment
that es tab lished the World Trade Or ga ni za tion (WTO) in 1995. In or der to com ply 
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with NAFTA’s pro vi sions, Can ada’s fed eral gov ern ment in tro duced the Pat ented
Med i cine No tice of Com pli ance Link age Reg u la tions (PC(NOC)) in 1993. These
reg u la tions tie the reg u la tory ap proval of ge neric med i cines to the pat ent sta tus of
the in no va tive brand-name prod uct. In es sence they seek to bal ance the timely en -
try of ge neric ver sions and the pat ent rights of inno va tor firms. 

Table 1 describes three major trade agree ments and the result ing changes to
Cana dian Pat ent Law, begin ning with the Free Trade Agree ment (FTA) between
Can ada and the United States. Despite the reg u la tory changes stem ming from
these agree ments, Europe, the research-based phar ma ceu ti cal indus try and many
within Can ada’s busi ness com mu nity argue that Can ada’s pat ent regime remains
below inter na tional stan dards. Accord ingly, the debate sur round ing the reg u la -
tions has taken on increased impor tance in the nego ti a tion of cur rent trade agree -
ments. While ear lier trade agree ments cer tainly addressed phar ma ceu ti cal pat ent
pro tec tion, the pend ing inter na tional trade agree ments have the poten tial to again
alter extent of pro tec tion. 
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Table 1: Trade Agreements and Changes to Canadian Patent Law

Trade Agreement Date
entered
into force

Parties Accompany-
ing change
in Canadian 
patent law

Date law
took effect

Main features

Free Trade
Agreement (FTA)

1987 Canada and 
United States

   Bill C-22    1987 New drugs exempt from
compulsory licensing for 7
years; exemption extended to
10 years if active ingredient
manufactured in Canada

North American Free
Trade Agreement
(NAFTA)

1994 Canada and 
United States and
Mexico

   Bill C-91    1993

Compulsory licensing
abolished (retroactive to
December 1991); patent life
changed from 17 years from
date patent granted to 20
years from date patent filed
for (retroactive to October 1,
1989) 

Trade Related Aspects 
of Intellectual
Property Rights
(TRIPS)*

1995 Worldwide

*TRIPS was part of the package that created the World Trade Organization (WTO).
Source: Lexchin, 2001: 2.



Pro posed changes to Can ada’s legal archi tec ture

In the agree ments cur rently un der ne go ti a tion, CETA would, and TPP may, re -
quire some changes in Can ada’s le gal ar chi tec ture, en sur ing more ef fec tive in tel -
lec tual prop erty pro tec tion for the in no va tive phar ma ceu ti cal in dus try. Given the
vi tal im por tance of pat ents and other forms of in tel lec tual prop erty pro tec tion to
this in dus try, strong le gal pro tec tion is key to the de vel op ment and growth of a ro -
bust in no va tion-based phar ma ceu ti cal indus try. 

Cur rent trade nego ti a tions neces si tate that the legal frame work sur round ing
intel lec tual prop erty rights in the phar ma ceu ti cal indus try be re-exam ined. Table 2 
com pares phar ma ceu ti cal IP regimes across Can ada, the Euro pean Union, the
United States, and other coun tries. This should pro vide some con text for the Euro -
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Table 2: Comparison of Canadian and non-Canadian Pharmaceutical IP Regimes

Canada European Union (27
Member States)

United States

Right of Appeal PM (NOC) regulations that
link market approval to
patent validity. 
No provisional measures
available.
Inequities in “linkage
regime” (e.g., no effective
right of appeal for
innovators) favour generic
manufactures over
innovators.

No “linkage” regimes like
in Canada or US.
However, provisional
measures (e.g.,
interlocutory relief) also
available in EU to prevent
patent infringement.

Linkage regime similar to Canada’s (the
“Hatch-Waxman” system)
Absence of problematic inequities: e.g.,
innovators have an effective right of
appeal.
Provisional measures available.

Data Exclusivity 8 years exclusivity
No extension for new
indications

10 years exclusivity
+
1 year extension for new
indications

5 years exclusivity
+
FDA approval time
(1+ years)
+
3 year extension for 
new indications

12 years exclusivity
for biologics

Patent Term Restoration None Maximum 5 years
additional market
exclusivity through
Supplementary Protection 
Certificate (SPC).
Maximum combined
patent/SPC post-approval
market exclusivity of 15
years.

Maximum 5 years additional market
exclusivity.
Maximum combined post-approval
market exclusivity of 14 years.

Source: Rx&D, reproduced in CIPC, 2011: 12.



pean demands required for the com ple tion of the CETA. Spe cif i cally, the three
changes under dis cus sion include: the inno va tor’s right of appeal, data exclu siv ity,
and pat ent term exten sions.

Inno va tor’s right of appeal

The first area in which Ca na dian law dif fers sig nif i cantly from that of the United
States and the Eu ro pean Un ion is the right of ap peals. As de scribed by the In tel lec -
tual Prop erty In sti tute of Can ada, the Ca na dian pro cess pro ceeds as fol lows: 

In prin ci ple, ei ther the ge neric or the pat en tee may [chal lenge] an ad verse
hold ing in PM(NOC) [Pat ented Med i cines (No tice of Com pli ance) Reg u la -
tions] pro ceed ings to the Fed eral Court of Ap peal. How ever, if the ge neric is
suc cess ful, the Min is ter of Health will nor mally is sue the NOC al most im me -
di ately. Once the NOC has been is sued, the Fed eral Court of Ap peal will re -
fuse to hear the ap peal on the ba sis that it is moot. The pat en tee’s re course is
to bring an in fringe ment ac tion against the ge neric, from which there is a
right of ap peal. (IPIC, 2012: 21)

In essence, inno va tor com pa nies are denied an effec tive right to appeal the
NOC deci sion prior to mar ket access for the generic prod uct, while the generic
com pany would have the right to appeal if the court rules in favour of the inno va tor 
com pany. Given that the treat ment of inno va tor and generic com pa nies dif fer, the
sys tem is inher ently ineq ui ta ble and dis crim i na tory. In a May 2010 press release,
Sanofi-aventis Can ada summed up the prob lems faced by the research-based
indus try: “Cana dian inno va tive phar ma ceu ti cal com pa nies have no effec tive right
of appeal when fac ing intel lec tual prop erty chal lenges. This lack of gov ern ment
pol icy lead er ship is lead ing to genericization of branded med i cines even while they
are still under pat ent pro tec tion. This threat ens the com pany’s abil ity to main tain
its R&D invest ments, cap i tal expen di tures and job cre ation oppor tu ni ties” (CIPC
2011: 14). This ineq uity also cre ates a cli mate of uncer tainty and liti gious ness,
where inno va tors can not know if or when the courts will dis miss their pat ents,
with out the oppor tu nity for direct appeal. 

The pro posal for an inno va tor’s right of appeal would ensure that pat ent
hold ers and generic man u fac tur ers would be treated in a bal anced and equi ta ble
way with respect to the valid ity of a pat ent. This would allow for an effec tive right
of appeal by an inno va tor fol low ing an adverse deci sion in an NOC pro ceed ing in
the fed eral court (IPIC, 2012: 21).

Data exclu siv ity 

In part, in no va tive drugs (par tic u larly small-mol e cule pharmaceuticals) are
shielded from ge neric com pe ti tion in Can ada through the pro tec tion of in no va tor
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data (re sult ing from clin i cal tri als) for eight to eight-and-a-half years, though drugs 
must meet cer tain cri te ria to be el i gi ble. Spe cif i cally, data ex clu siv ity does not ap -
ply to new ap pli ca tions for ex ist ing drugs. The max i mum term of data pro tec tion is 
eight-and-a-half years: no ab bre vi ated sub mis sion (the sub mis sion for ap proval of
a ge neric ver sion of the drug) is per mit ted for six years, no reg u la tory ap proval of
ab bre vi ated sub mis sions will be given for an ad di tional two years, and an ad di -
tional six months will be added for sub mis sions that in clude pae di at ric stud ies.
Grootendorst and Hollis (2011) note that the Eu ro pean Un ion’s re gime, un der Di -
rec tive 2004/27/EC, pro vides for data ex clu siv ity and ex ten sions of 8+2+1 years.
Spe cif i cally, this time is bro ken down as: no ab bre vi ated sub mis sion is per mit ted
for eight years, no reg u la tory ap proval for that ab bre vi ated sub mis sion will be
granted for an ad di tional two years, and an ad di tional year of data ex clu siv ity can
be added for sig nif i cant changes (new in di ca tions). In ad di tion, in the Eu ro pean
Un ion, or ga ni za tions (known as spon sors) ap ply ing for ap proval are re quired to
con duct pae di at ric stud ies, where ap pli ca ble. At the same time, the United States
pro vides for five years of data ex clu siv ity with el i gi bil ity for an ad di tional three
years for ex clu siv ity lim ited to new in di ca tions and es sen tial clin i cal tri als. Be yond
this, the United States pro vides 12 years of data ex clu siv ity for new biologics. Cur -
rently, Can ada con sid ers that no spe cific unique leg is la tion is nec es sary to pro vide
a reg u la tory frame work for biologics, though Health Can ada pub lished a guid ance
doc u ment in March of 2010.

Clin i cal tri als ensure that drugs are safe and effec tive, but they com mand a
great cost, result ing from years of effort and mil lions of dol lars in expenses.
Torstensson and Pugatch note that clin i cal tri als may now account for up to 60 per -
cent of the total cost of drug research and devel op ment. For a period of time, these
data are pro tected from use by generic com pa nies that use the clin i cal trial data to
dem on strate their prod ucts are “bioequivalent,” an essen tial step in the approval
pro cess for generic drugs. Before the imple men ta tion of NAFTA and TRIPS, phar -
ma ceu ti cal clin i cal trial data were treated as trade secrets in the United States and
the Euro pean Union, but not in Can ada. The rat i fi ca tion of these trade agree ments
resulted in more uni form inter na tional rules. How ever, as noted above, the length
and extent of pro tec tion in Can ada lags behind that of other coun tries.

In the con text of the CETA nego ti a tions, Europe pro poses an increase in data 
exclu siv ity in Can ada to ten years with a max i mum of 11 years. The addi tional year
of data pro tec tion would be pro vided in cases of new indi ca tions. In addi tion, Can -
ada is being encour aged to adopt lan guage that pro vides for more expan sive data
exclu siv ity pro tec tion, such that new uses, not just “inno va tive drugs,” are eli gi ble
for pro tec tion. Beyond extended data pro tec tion for small-mol e cule drugs, Can ada 
is being asked to adopt spe cific pro tec tion for biologics. 

The jus ti fi ca tion for enhanced data exclu siv ity laws rests in the incen tives
provided to research-based firms to pro duce the data required for reg u la tory
approval. While data exclu siv ity regimes do dif fer across coun tries in the
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nature, scope, and extent of pro tec tion, stron ger regimes clearly enhance the
incen tive to inno vate. “The phar ma ceu ti cal and agro chemi cal indus tries have
often suc cess fully argued that if reg u la tors allow an equiv a lent prod uct (a
“generic”) to go to mar ket on the strength of the test data pro vided by the orig i -
na tor com pany, there would be no incen tive for any one to pro duce the test data
nec es sary to obtain mar ket approval” (Krattinger et al., 2007). The pro posed
changes would both bring Cana dian law into line with inter na tional stan dards
and encour age inno va tion.3

Pat ent term exten sion

As ta ble 2 de scribes, Can ada fails to pro vide an ex tra pe riod of pat ent pro tec tion as
com pen sa tion for time lost to man da tory gov ern men tal reg u la tory ap proval de -
lays. The United States and Eu ro pean Un ion, like most other na tions, re store a pe -
riod of pat ent pro tec tion to in no va tors to make up for the lengthy pro cess of drug
ap prov als. Al though Ca na dian law pro vides for a 20-year pat ent terms, as re quired
by the WTO’s TRIPS Agree ment, Can ada lacks a pro vi sion for the re duc tion in ef -
fec tive pat ent life due to the lapse be tween the fil ing of a pat ent and the grant of
mar ket au tho ri za tion. 

The United States’ 1984 Pat ent Term Res to ra tion and Com pe ti tion Act pro -
vides inno va tors one pat ent exten sion per prod uct. In addi tion, the inno va tor
com pany has the dis cre tion to deter mine on which pat ent the exten sion is sought.
The max i mum exten sion allowed is five years, but the total remain ing pat ent term
from the date of mar ket ing approval can not exceed 14 years. Spe cif i cally, the
exten sion is cal cu lated as 50 per cent of the period of clin i cal tri als in addi tion to the 
full reg u la tory review period. 

Pat ent pro tec tion is disproportionally more impor tant in the phar ma ceu ti cal 
and chem i cal indus tries than in most other sec tors to ensure that the researcher
appro pri ates the returns to R&D.4 Can ada is cur rently the only coun try among the
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3 Given that generic firms rarely under take clin i cal tri als or search for new indi ca tions, the
spillover ben e fits of reduced data exclu siv ity/ear lier access to data are likely very lim ited in this
area.

4 Build ing on the 1987 Yale Sur vey (Levin, Klevorick, Nel son, and Win ter, 1987), Cohen et al.
reex am ine the effec tive ness of var i ous means of appro pri at ing intel lec tual prop erty. Echo ing
the ear lier find ings, the 1994 Car ne gie-Mellon Sur vey finds that there are tre men dous dif fer -
ences in the effec tive ness of var i ous appropriability mech a nisms, both among indus tries as well
as within them. Over all, while pat ents are again seen as “unam big u ously the least effec tive of the
appropriability mech a nisms,” the drug indus try regards them as strictly more effec tive than
alter na tive mech a nisms (Cohen, Nel son, and Walsh, 1996: 14). This is con firmed by the indus -
try’s high pro pen sity to pat ent both prod uct inno va tions (over all high est pro pen sity at 99%) and
pro cess inno va tions (fourth high est pro pen sity at 43%) (Cohen, Nel son, and Walsh, 1996:
21-22). Sev eral other stud ies report that the pro tec tion of intel lec tual prop erty is
disproportionally more impor tant to the chem i cal and phar ma ceu ti cal indus tries. These
include: Levin, Klevorick, Nel son, and Win ter (1987); Tay lor and Silberston (1973); Scherer
(1997); Mansfield (1986); Mansfield, Schwartz, and Wag ner (1981); and Tocker (1988). These



G85 nations that does not offer any form of pat ent exten sion (IPIC, 2012: 18).
Europe pro poses leg is la tion grant ing a poten tial pat ent term exten sion (five years
plus an addi tional six months if paedi at ric stud ies have been com pleted) to inno va -
tor firms in order to recoup the time spent attain ing man da tory gov ern men tal reg -
u la tory and mar ket ing approval. The res to ra tion of five years of pat ent life, as is the
prac tice in other juris dic tions, would lengthen the effec tive pat ent term of inno va -
tive ther a pies, enhanc ing the incen tives to invest in the research and devel op ment
costs neces si tated by these treat ments.

In sum, pro po nents of stron ger intel lec tual prop erty rights pro tec tion advo -
cate three changes to the Cana dian IP regime. First, they believe that Can ada
should enhance and extend the data pro tec tion reg u la tions to pro vide 10 years of
pro tec tion and include new indi ca tions (for an addi tional year of pro tec tion). In
addi tion, inno va tive phar ma ceu ti cal firms should be eli gi ble for pat ent term exten -
sions in order to recover time lost to reg u la tory and mar ket ing approv als. Finally,
the adop tion of the inno va tor’s right of appeal would level the play ing field, allow -
ing both inno va tor and generic firms the right of appeal if the court rules against
them. These changes would bring the Cana dian regime in line with inter na tional
stan dards. They would also sig nal that Can ada embraces inno va tion and sup ports
knowl edge-based indus tries.  

The impact and ben e fits of inter na tional trade agree ments 
and stron ger intel lec tual prop erty rights for the 
phar ma ceu ti cal indus try

Strength en ing the indus try and boost ing trade

The ben e fits to in ter na tional trade agree ments and the req ui site stron ger in tel lec -
tual prop erty rights for the in no va tive phar ma ceu ti cal are many and mul ti fac eted.
Most fun da men tally, en hanced in tel lec tual prop erty pro tec tion will strengthen the
in no va tive phar ma ceu ti cal in dus try and fa cil i tate Can ada’s ac ces sion to the in ter na -
tional trade agree ments un der ne go ti a tion. From a wider per spec tive, the ben e fits
will in clude in creased trade, greater ac cess to for eign mar kets, and re duced tar iffs
and trade bar ri ers. Ben e fits will also in clude re duced le gal am bi gu ity and lit i ga tion,
greater re search and de vel op ment ex pen di tures, ad di tional job cre ation in the phar -
ma ceu ti cal in dus try, greater phar ma ceu ti cal self-suf fi ciency, faster launch times for
new med i cines, and ad di tional in no va tion on cut ting-edge treat ments and ther a pies.
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stud ies are ech oed by argu ments from within the phar ma ceu ti cal indus try: Mossinghoff (1998); 
Peretz (1983); Mossinghoff (1987); Santoro (1995); Smith (1990a, 1990b); Mossinghoff and
Bombelles (1996); and PhRMA (1997).

5 The G8 or “Group of Eight” con sists of the world\rquote s eight larg est eco nomic pow ers. These
include Can ada, France, Ger many, Italy, Japan, Rus sia, the United King dom, and the United States.



The ben e fits to trade open ness are exten sively doc u mented by econ o mists
(see, for exam ple, IMF, 1997; Srinivasan and Bhagwati, 1999; Frankel and Romer,
1999; and IMF, 2001). Trade agree ments, open ness, and the elim i na tion of bar ri ers 
to free trade are asso ci ated with higher growth rates, ris ing stan dards of liv ing, and
expand ing indus tries. For Can ada, these inter na tional agree ments would result in
increased trade and greater access to for eign mar kets. In terms of the CETA alone,
esti mates are that it would boost bilat eral trade with the Euro pean Union by 20
per cent and add $12 bil lion annu ally to the Cana dian econ omy (Scoffield, 2012: 2).

In addi tion, adopt ing the pro posed changes to Cana dian leg is la tion would
sig nal a broader com mit ment to inno va tive and IP-inten sive indus tries, mak ing
Can ada a more attrac tive mar ket for such indus tries. Knowl edge-based indus tries
are the engines of eco nomic growth and vital to national well-being and global
com pet i tive ness. Pham (2010) exam ines the impact of inno va tion and the role of
intel lec tual prop erty rights on US pro duc tiv ity, com pet i tive ness, jobs, wages, and
exports. His find ings are strik ing and paint a clear pic ture of the value of IP-inten -
sive indus tries to eco nomic pros per ity. Table 3 illus trates the dif fer ence between
IP-inten sive and non-IP-inten sive indus tries, across a range of met rics.

Cre at ing jobs

As ta ble 3 shows and as Pham fur ther de scribes, IP-in ten sive in dus tries sus tain
greater long-term eco nomic growth, gen er ate trade sur pluses, and pay both
highly-skilled and low-skilled em ploy ees more than non-IP-in ten sive in dus tries.
Over all, Pham’s find ings con firm the im por tance of in no va tion and in tel lec tual
prop erty in job cre ation, higher wages, ex ports, and sus tained eco nomic growth,
fur ther em pha siz ing the need for a hos pi ta ble en vi ron ment for in no va tion (Pham,
2010: 4-6).
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Table 3: Economic Performance per Employee
15 IP-Intensive versus 12 Non-IP-Intensive Industries, 2000-2007 (in US$)

Wages Sales Value-Added Exports R&D
Spending

Capital
Spending

IP-Intensive $59,041 $485,678 $218,373 $91,607 $27,839 $15,078

Non-IP-Intensive $37,202 $235,438 $115,239 $27,369 $2,164 $6,831

Difference $21,839 $250,240 $103,134 $64,238 $25,676 $8,246

(Multiple) 1.6 2.1 1.9 3.4 12.9 2.2

Source: Pham, 2010: 4.



Beyond the more gen eral eco nomic advan tages of healthy IP-inten sive
indus tries, the inno va tive phar ma ceu ti cal indus try gen er ates an addi tional set of
ben e fits for the econ omy, both direct and indi rect. Fig ure 1 describes these ben e -
fits and the chan nels through which a strong inno va tive phar ma ceu ti cal sec tor
stim u lates the econ omy. 

Of course, Can ada is not a pop u lous nation and is largely a net importer of
pat ented med i cines. Hence, the gains from stron ger IP pro tec tion for pharma-
ceuticals in this coun try may be sub stan tially smaller than in the US or Europe.
How ever, this is not to say that the ben e fits are insub stan tial.

The ben e fits fig ure 1 describes trans late directly to the Cana dian econ omy.
Since the Pat ent Act was amended in 1987, Can ada’s research-based phar ma ceu ti -
cal com pa nies have reported an increase in employ ment (full-time employ ees) by
mem ber com pa nies from 14,521 in 1987 to 45,999 in 2011 (Lexchin, 2001: 9 and
KPMG, 2012: iv). The research-based phar ma ceu ti cal indus try cur rently funds 27
per cent of all health sci ence research and devel op ment in Can ada (CIPC, 2011: 5).
Fur ther, R&D spend ing by Can ada’s research-based phar ma ceu ti cal com pa nies
grew from $106 mil lion in 1987 to $1.18 bil lion in 2011 (CIPC, 2011: 11). These
num bers indi cate a pos i tive trend. That trend needs to be nur tured and con tin ued
with addi tional pro tec tion for IP in the phar ma ceu ti cal sec tor in order to bring
Can ada’s IP regime to a level sim i lar to that found in other nations.

In dus try growth

Be yond the ex ist ing ben e fits, there is tre men dous po ten tial for growth in this sec -
tor. In 2010, sales for the global phar ma ceu ti cal in dus try reached US$733 bil lion,
an in crease of 3.6 per cent over the pre vi ous year (KPMG, 2012: 1). More over, in -
dus try ex perts pre dict growth of 6 per cent an nu ally to reach US$981 bil lion by the
end of 2015 (KPMG, 2012: 1). The Ca na dian mar ket in par tic u lar rep re sents two
per cent of global sales but only one per cent of global phar ma ceu ti cal in vest ments
(CIPC, 2011: 6). A more com pet i tive IP en vi ron ment would en sure that ad di -
tional re search and de vel op ment in vest ments are drawn to Can ada and the po -
ten tial for the growth of the Ca na dian mar ket can be re al ized.6 These ef forts
would en sure an ex pan sion of the ex ist ing con tri bu tion to the Ca na dian econ -
omy, de scribed in ta ble 4.
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6 While gov ern ment enti ties do fund med i cal research, most nota bly in HIV/AIDS, infec tious
dis ease, and oncol ogy, much of this is basic research which is then devel oped and com mer cial -
ized by pri vate firms. Fur ther, indus try is the prin ci pal funder of research in most other areas,
and is respon si ble for approx i mately 65 per cent of US bio med i cal research (Dorsey et al., 2009;
Moses and Mar tin, 2011).



Improv ing health out comes

The ben e fits of a vi brant in no va tive phar ma ceu ti cal in dus try trans late into treat -
ments that en hance and ex tend life as well.7 Over the past sev eral de cades, new
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Source: KPMG (2012), pg.14.

Fig ure 1: Eco nomic Ben e fits of the Phar ma ceu ti cal Sec tor

7 While much of the inno va tion dis cussed here was funded by sales in mar kets other than Can ada
(often larger mar kets with higher pat ented med i cine prices), and while Can ada may be able to
“free ride” on other coun tries’ fund ing of inno va tion (in par tic u lar the US), it is nev er the less true 
that stron ger IP pro tec tion in Can ada would add to phar ma ceu ti cal R&D at the mar gin. While it
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med i cines have in creased lon gev ity, ac count ing for 40 per cent of the two-year in -
crease in life ex pec tancy achieved in 52 coun tries be tween 1986 and 2000
(Lichtenberg, 2003). Other ex am ples in clude the treat ment of HIV/AIDS and can -
cer. Since the mid-1990s and the de vel op ment of a new wave of med i cines to treat
HIV/AIDS, the US death rate from AIDS dropped about 70 per cent (CASCADE
Col lab o ra tion, 2003). In ad di tion, since 1971 our ar se nal of can cer med i cines has
tri pled. These new treat ments ac count for 50 to 60 per cent of the in crease in
six-year can cer sur vival rates since 1975 (Lichtenberg, 2004). In par tic u lar, data
shows that in 2003 the to tal num ber of peo ple who died of can cer went down for
the first time in more than 70 years (Hoyert et al., 2006). 

The nur tur ing of Can ada’s domes tic inno va tive indus try is impor tant for
another rea son as well. Increased domes tic pro duc tion could help lessen Can ada’s
depend ence on imports to sup ply phar ma ceu ti cal needs. This inde pend ence is
par tic u larly impor tant when phar ma ceu ti cal short ages arise, and short ages are
becom ing increas ingly prev a lent not just in Can ada, but else where, too. In a 2010
report, the Cana dian Phar ma cists Asso ci a tion rec og nized that the “glob al iza tion
of the drug mar ket may be a con trib ut ing fac tor” to Cana dian drug short ages
(Cana dian Phar ma cists Asso ci a tion, 2010: 10). As such, greater domes tic pro duc -
tion may lessen the risk of a short age. In 1983, imports rep re sented just 18 per cent
of the domes tic mar ket; by 2000, they accounted for 75.5 per cent (Lexchin, 2001:
8). Greater domes tic pro duc tion may also lessen sup ply chain risk, includ ing
appro pri ate reg u la tory over sight of man u fac tur ing facil i ties, and shorter trans port
links reduc ing risks of adul ter a tion, coun ter feit entry, and cargo theft. Greater
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Table 4: Annual Contribution of the Innovative Pharmaceutical
Industry to the Canadian Economy

Types Contribution 
(Direct and 

indirect impacts)

Value added (excluding indirect corporate taxes) $3 billion

Employment (FTE) 45,999

New Infrastructure (January 2011 – September 2012) $450 million

R&D (including non-eligible SR&ED) $1.08 billion

Source: KPMG, 2012: iv.

can not be said which drugs in recent years might not have been approved/sold in Can ada in the
absence of stron ger IP pro tec tion, it is clear that stron ger pro tec tion in Can ada will increase the
poten tial for R&D invest ment in the phar ma ceu ti cal indus try.



self-suf fi ciency would result from a stron ger domes tic indus try and increased
invest ment in local pro duc tion. 

How ever, these ben e fits will only accrue to Can ada if the intel lec tual prop -
erty pro tec tion regime is com pet i tive. A 2010 report by the Con fer ence Board of
Can ada gives Can ada poor marks on inno va tion: “Despite a decade or so of inno va -
tion agen das and pros per ity reports, Can ada remains near the bot tom of its peer
group on inno va tion, rank ing 13th among the 16 peer coun tries. Can ada per forms
poorly on most of the 21 indi ca tors, scor ing 13 “D”s, 2 “C”s, 6 “B”s, and no “A”s.
The “D” grades under line Can ada’s rel a tive weak ness in all three cat e go ries of the
inno va tion pro cess—cre ation, dif fu sion, and trans for ma tion” (Con fer ence Board
of Can ada, 2010: 1). The com pe ti tion for inno va tion-based indus tries is global and
Can ada must step up the extent of pro tec tion if it is to suc cess fully attract inno va -
tion-based firms. The spe cif ics trans late into the changes rec om mended ear lier in
this study. 

The improve ments Can ada could make

It is es sen tial to rec og nize that re search-based phar ma ceu ti cal com pa nies take on
greater ex penses and risk in the de vel op ment of their prod ucts than do ge neric
man u fac tures. These in vest ments of time and fi nan cial re sources should be re -
warded and the ef fec tive pat ent life should be suf fi cient to re coup these in vest -
ments. No ta bly, in no va tion-based com pa nies spend more than 200 times that
which ge neric com pa nies spend on the de vel op ment of a par tic u lar drug (CIPC,
2011: 10). The in vest ment of time is also sig nif i cantly greater for the in no va tive
phar ma ceu ti cal in dus try. Ta ble 5 high lights the dif fer ences in the drug de vel op -
ment pro cesses of in no va tive and ge neric com pa nies, point ing to the ne ces sity of
strong IP pro tec tion for a healthy do mes tic in dus try. The in vest ments of time, re -
sources, and fi nan cial sup port by in no va tive com pa nies are far greater than those
made by ge neric firms. Con tin ued in vest ment and in no va tion de pend upon strong
in tel lec tual prop erty pro tec tion and the abil ity of in no va tive firms to recoup their
invest ments. 

Accord ing to Cana dian gov ern ment cal cu la tions, com pli ance with all EU
demands on pat ent-term res to ra tion would extend brand-name pat ents by 2.66
years on aver age, years that are vital to recov er ing the R&D invest ment (Scoffield,
2012: 1). While pat ent life is vir tu ally iden ti cal in all coun tries—20 years from the
date of fil ing—the length of the effec tive pat ent life dif fers across coun tries. Under
Cana dian law, drugs usu ally have a period of mar ket exclu siv ity rang ing from seven 
to nine years. In the United States and Euro pean Union, the effec tive pat ent life is
length ened through the res to ra tion of time lost due to reg u la tory delays, up to five
years beyond the 20 years from the fil ing date (CIPC, 2011: 11). The addi tional time 
pro vided by the pro posed pat ent-term exten sion would bring Can ada in line with
inter na tional stan dards, mak ing this mar ket more attrac tive for the inno va tive
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phar ma ceu ti cal indus try and the invest ments and jobs it cre ates. In addi tion, there
is some evi dence to sug gest that enhanced intel lec tual prop erty pro tec tion may
speed the launch of new ther a pies and access to new inno va tions (Wang, Ji, and
Lin, 2003: 277).

It is also crit i cal for Cana dian leg is la tion to pro vide for more expan sive data
exclu siv ity pro tec tion, such that new uses, not just “inno va tive drugs,” are eli gi ble
for pro tec tion. Such a change in lan guage rewards con tin ued research on exist ing
ther a pies. Granted, it may be argued that incre men tal inno va tions may con trib ute
less to social wel fare than inno va tions that are both first-in-class and best-in-class.
How ever, fol low-on inno va tions are unde ni ably sig nif i cant advances and are
there fore worth encour ag ing finan cially.8 The Cana dian pat ent regime should
reward sub se quent inno va tions and also allow orig i nal inno va tors to cap ture a
share of the returns from incre men tal inno va tions that were spurred by the ini tial
tech no log i cal advance. A 2009 study by the US Con gres sio nal Research Ser vice
notes that since much tech no log i cal inno va tion occurs incrementally, incre men tal 
inno va tions may pro vide sig nif i cant ben e fit to patients and pro mote com pe ti tion
(Thomas, 2009: ii).
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Table 5: Drug Development Process and Comparisons

Drug Development Phases Innovative Companies Generic Companies

Research and Development 2 – 6.5 years (early stage development) 6 months to 1 year (secure active
ingredient and formulation) 

Tests and Trials 7 years for 60% of total costs 3 to 6 months for $1 million

Time from Laboratory to Market 11 to 13 years 2.25 to 6.5 years

Estimated Total Costs $897 million $4 million

Time to Recoup Investments 7 to 9 years No time limit 

Source: Merck website, reproduced in CIPC, 2011: 12. 

8 The value of incre men tal inno va tion is well estab lished. First-in-class med i cines are rarely opti -
mal and adap tive inno va tions allow for expand ing ther a peu tic classes, increas ing the num ber of 
avail able dos ing options, and dis cov er ing new phys i o log i cal inter ac tions of known med i cines.
More over, treat ments devel oped through incre men tal inno va tion have a dif fer ent mol e cule,
pro file, reg i men, dos age, speed of action, or metab o lism, pro vid ing greater choice to doc tors
who are able to pre scribe treat ments based on each patient’s indi vid ual case. This allows for
greater per son al iza tion of the treat ment pre scribed for the same ill ness. Intel lec tual prop erty
rights are essen tial not only for rad i cal inno va tion but also for the small steps that improve upon 
rad i cal inno va tion. Increased com pe ti tion within a ther a peu tic class also cre ates price reduc ing
com pe ti tion. Fur ther, it is worth not ing that 63 per cent of the drugs on the World Health Orga -
ni za tion’s essen tial drug list are incre men tal inno va tions. For an excel lent dis cus sion of the
value of incre men tal inno va tion, see Wertheimer et al., 2001.



The ben e fits of improved IP pro tec tion in Can ada

The es tab lish ment in Can ada of the in no va tors’ right of ap peal would cre ate
greater sta bil ity and pre dict abil ity for re search-based com pa nies. Un der the ex ist -
ing sys tem, tre men dous un cer tainty sur rounds the pe riod of mar ket ex clu siv ity
and in no va tors never know if or when their pat ents will be dis missed in court.
With out the abil ity to ap peal, in no va tive firms may face ge neric com pe ti tion even
while their drugs are still un der pat ent pro tec tion. Greater pre dict abil ity would re -
duce the risk and un cer tainty sur round ing in vest ment in phar ma ceu ti cal re search
and de vel op ment, un de ni ably mak ing such in vest ments more at trac tive. More -
over, as Scoffield notes, even ge neric man u fac tures see the po ten tial for ben e fits to
the pro cess of le gal ap peals: “the ge neric drug in dus try is will ing to en ter tain a
change in the av e nues for le gal ap peals, if it means mak ing a more co her ent sys tem
for an in dus try known for its li ti gious na ture” (Scoffield, 2012: 2).

The asso ci ated ben e fits from reform in this liti gious indus try are tre men -
dous. The “phar ma ceu ti cal space is where all the big pat ent lit i ga tion is hap pen ing
in Can ada right now. $22.3 bil lion is spent annu ally by Cana di ans on pre scrip tion
drugs, of which 58% are pat ented. The devel op ing case law in this area is there fore
very lucra tive and high-stakes. This year, about 64% of all Cana dian pat ent lit i ga -
tion will be ded i cated to pharmaceuticals alone” (Inno va tion Law blog, 2012: 1).
The phar ma ceu ti cal indus try is the most liti gious indus try in Can ada; addi tional
clar ity and coher ence in the legal landscape could greatly reduce the num ber of
law suits and their cor re spond ing costs. Spe cif i cally, reduced uncer tainty sur -
round ing patentability stan dards and greater pre dict abil ity in the legal arena
would ben e fit all par ties.

Finally, in light of the debate around pro tec tion for the inno va tive phar ma -
ceu ti cal indus try, it is impor tant to rec og nize that pat ent pol icy isn’t med i cal inno -
va tion pol icy. Pat ents and the sup port ing IP regime are but one way to pro mote
inno va tion. Admit tedly, many alter na tives exist, each with their own lim i ta tions
and weak nesses. Impor tantly, pat ents are valu able and widely used because they
link inno va tion to mar ket-based incen tives. The suc cess of this struc ture in pro -
mot ing inno va tion and gen er at ing growth have led to the global adop tion of pat -
ents as the pri mary means of pro tect ing phar ma ceu ti cal inno va tion. The future
prom ise of stron ger IP pro tec tion and an enhanced intel lec tual prop erty rights
regime neces si tate the adop tion of the pro posed changes to Cana dian IP law.

Con clu sions

His tor i cally, in ter na tional trade agree ments have acted as cat a lysts for Can ada to
re-en vi sion the in tel lec tual prop erty pro tec tion avail able to the in no va tive phar -
ma ceu ti cal sec tor. Im por tant pre ce dents were set with Can ada’s ac ces sion to the
North Amer i can Free Trade Agree ment in 1993 and again in 1995 with the
Marrakesh Agree ment, which es tab lished the World Trade Or ga ni za tion. These
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agree ments led to im por tant changes to Ca na dian pat ent law and sig naled strong
sup port for a vi tal do mes tic in no va tion-based phar ma ceu ti cal in dus try. It co mes as 
no sur prise that the cur rent ne go ti a tions sur round ing the CETA and TPP agree -
ments also in clude dis cus sions around how to reframe in tel lec tual prop erty pro -
tec tion in the phar ma ceu ti cal sec tor. 

Cur rent nego ti a tions focus on chang ing three aspects of the Cana dian IP
regime in order to pro vide stron ger intel lec tual prop erty rights pro tec tion to the
inno va tive phar ma ceu ti cal indus try. In par tic u lar, Can ada should enhance and
extend the data pro tec tion reg u la tions to ten years of pro tec tion (with a max i mum
of eleven years) and include new indi ca tions. In addi tion, Can ada should enact 12
years of pro tec tion for biologics. Sec ond, inno va tive phar ma ceu ti cal firms should
be eli gi ble for pat ent term exten sions in order to recover time lost due to man da -
tory gov ern men tal reg u la tory and mar ket ing approv als. Lastly, Can ada should bol -
ster the legal rights of inno va tive firms to appeal unfa vour able pat ent deci sions.
The adop tion of the inno va tor’s right of appeal would level the play ing field, allow -
ing both inno va tor and generic firms the right of appeal if the court rules against
them. If adopted, these changes would bring the Cana dian regime in line with
inter na tional stan dards. 

The pro posed changes would strengthen IP pro tec tion for the research-
based phar ma ceu ti cal indus try in Can ada, encour ag ing inno va tion and the stream
of ben e fits that flow from this sec tor. A mul ti tude of stud ies have shown that
knowl edge-based indus tries are the engines of eco nomic growth. Com pe ti tion
among coun tries for these indus tries is fierce and increas ingly global. As the Cana -
dian Intel lec tual Prop erty Coun cil stated 2011, “[i]f Can ada wants to keep attract -
ing invest ment and high pay ing jobs, some work still needs to be done to achieve
the same kind of IPR pro tec tion that other juris dic tions, such as the United States
and the Euro pean Union, offer” (CIPC, 2011: 10).

The ben e fits stem ming from inter na tional trade agree ments and sup port of
inno va tion-based indus tries are numer ous. From a wider per spec tive, the ben e fits
will include increased trade and greater access to for eign mar kets, the growth of
IP-inten sive indus tries, and the con cur rent ben e fits to eco nomic growth. Fur ther
ben e fits include reduced legal ambi gu ity and lit i ga tion, addi tional job cre ation in
the phar ma ceu ti cal indus try, greater phar ma ceu ti cal self-suf fi ciency, and addi -
tional inno va tion in cut ting-edge treat ments and ther a pies. At first glance, the
advan tages to stron ger intel lec tual prop erty pro tec tion for the inno va tive phar ma -
ceu ti cal indus try are impres sive. Closer scru tiny reveals them to be essen tial for
Can ada’s con tin ued eco nomic growth and pros per ity.
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Can ada’s Trade Agree ments and the
Phar ma ceu ti cal Indus try: The Road to 
Asia Runs Through Brussels

by Laura Dawson9

Sum mary

In in ter na tional trade ne go ti a tions Can ada has both an of fen sive in ter est in pro vid -
ing strong in tel lec tual prop erty (IP) pro tec tion to pro mote in vest ment in the re -
search-based and bio tech nol ogy sec tors and de fen sive in ter ests to hold the line on
drug prices and ac ces si bil ity. As an ad vanced econ omy seek ing to ex pand its mar -
ket share in the global knowl edge econ omy, Can ada’s IP re gime is rel a tively strong
when com pared to China and In dia, but is rel a tively weaker than ei ther the United
States or the Eu ro pean Un ion. Thus, in bi lat eral ne go ti a tions with these IP pow er -
houses, Can ada tends to face re form ist pres sures but, when de vel op ing coun tries
are added to the mix, such as in the Trans-Pa cific Part ner ship (TPP), Can ada may
be among the coun tries in fa vour of stron ger IP pro tec tion on cer tain is sues.

Domes tic over view

The Ca na dian phar ma ceu ti cal sec tor com prises a re search-based phar ma ceu ti cal
in dus try made up mostly of mul ti na tional trans plants, a ge neric in dus try that in -
cludes both do mes tic and mul ti na tional firms, and a na scent biopharmaceutical10

sec tor that in cludes a num ber of small do mes tic en ter prises. Can ada’s to tal phar -

9 The author wishes to acknowl edge Stefania Bartucci and Yamily Camacho who con trib uted to
this paper. She also thanks Ste phen Easton and other anon y mous review ers for their com ments
and sug ges tions. Any remain ing errors rest with the author.

10 Tra di tional phar ma ceu ti cal prod ucts are made by com bin ing spe cific chem i cal ingre di ents in
an ordered pro cess. Biopharmaceutical prod ucts (“biologics”) are derived from life forms often
using recom bi nant DNA tech nol ogy. See Bio tech nol ogy Indus try Asso ci a tion, 2010.



ma ceu ti cal pro duc tion was val ued at $10 bil lion in 2011 and the sec tor has grown
by more than 6 per cent an nu ally since 2006. Over the past 10 years, phar ma ceu ti -
cal em ploy ment has in creased by 14 per cent.11

The man u fac tur ing por tion of the sec tor employs nearly 30,000 peo ple,
mostly clus tered around Toronto and Mon treal. Research-based phar ma ceu ti cal
prod ucts account for 76 per cent of Cana dian sales and 40 per cent of pre scrip tions
while generics make up the bal ance.

With only a 2.6 per cent mar ket share, Can ada is not a big player in the global
phar ma ceu ti cal mar ket. About half of Cana dian pro duc tion is exported, mostly to
United States, while about 85 per cent of the drugs con sumed in Can ada are
imports, either from the United States or the Euro pean Union. 

Aging pop u la tions in OECD coun tries and a ris ing mid dle class in the
devel op ing world sug gest a strong poten tial for phar ma ceu ti cal growth, but Can -
ada’s com par a tive advan tage is not imme di ately clear. Coun tries like Ire land,
Den mark, Swit zer land, and the UK export far more than Can ada does (CBOC,
2013). More over, the major eco nomic ben e fits of the sec tor accrue to the pat ent
hold ers. Ten com pa nies con trol one-third of the tril lion dol lar global phar ma -
ceu ti cal mar ket (IMS, 2010). Six are based in the United States and four in Europe 
(WHO, 2013). Can ada’s generic pro duc ers, mean while, have estab lished a strong
niche pro vid ing qual ity prod ucts for mostly domes tic con sump tion, but it is
unlikely that they can com pete against generic giants from India and China for
sig nif i cant global mar ket share.

The con sult ing firm PWC pre dicts that India and China will dom i nate global
generic pro duc tion and exports by 2020 (PWC, 2012). More than 80 per cent of
phar ma ceu ti cal con sum ers live in the devel op ing world. More over, inputs are
inex pen sive. India and China together pro duce more than 80 per cent of the active
ingre di ents of all drugs used in the United States (Har ris and Thomas, 2013). India
has achieved top global spot as a generic man u fac turer through weak or lim ited
enforce ment of pat ent rights. By con trast, China’s more assid u ous atten tion to pat -
ent pro tec tion is encour ag ing brand-name man u fac tur ers to form joint ven tures in 
China in order to man u fac ture generic ver sions of their own prod ucts when their
pat ents expire (Want China Times, 2012).

This leaves Can ada’s small biopharmaceutical sec tor as a wild-card pros pect
for future export growth. But it will not be easy for domes tic bio tech nol ogy to build 
a com pet i tive global posi tion. Can ada’s domes tic mar ket is small, com pe ti tion is
stiff, and devel op ment costs have increased ten fold over the past three decades to
an esti mated aver age of $1.8 bil lion for each new drug (Jack, 2012).

The 1994 WTO agree ments include the Agree ment on Trade-Related
Aspects of Intel lec tual Prop erty (TRIPS), which mod ern ized and con sol i dated
mul ti na tional reg u la tion of intel lec tual prop erty includ ing pat ent pro tec tion for
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pharmaceuticals. With TRIPS as a bench mark, Can ada is now engaged in a num -
ber of free trade nego ti a tions, of which the Com pre hen sive Eco nomic and Trade
Agree ment (CETA) with the Euro pean Union and the Trans-Pacific Part ner ship
(TPP) are the most impor tant by mar ket size. Both agree ments include demands
for TRIPS-plus pro vi sions that, if accepted, will require reforms to the Cana dian
reg u la tory regime. At the same time, both of these agree ments pro vide mar ket
access oppor tu ni ties that may jus tify con ces sions by Can ada.

CETA mar ket oppor tu ni ties

The Eu ro pean Un ion is the world’s larg est sin gle com mon mar ket com pris ing
27 mem ber states, a to tal pop u la tion of over 500 mil lion, and a GDP of $17.4
tril lion. Al though trade with the US through NAFTA still dom i nates Can ada’s
trad ing ac tiv ity, the EU is Can ada’s sec ond-larg est ex port mar ket (see fig ure 1)
(DFAIT, 2013).

Accord ing to a joint study by the Cana dian and EU gov ern ments, the CETA
could pro vide a 20 per cent boost in Can ada’s exports to the EU, gen er at ing more
than $11 bil lion annu ally (DFAIT, 2013). These fig ures rep re sent gains derived
from the elim i na tion of tar iffs, the lib er al iza tion of trade in ser vices, and the reduc -
tion of costs related to non-tar iff bar ri ers.

Cana dians exported $55.3 bil lion in goods and ser vices to the EU in 2011

and two-way invest ment flows reached nearly $350 bil lion (Cana dian Trade

Com mis sioner Ser vice, 2012). Although most goods traded with the EU already

35    Can ada’s Trade Agree ments and the Phar ma ceu ti cal Indus try
    Laura Dawson   Z   Fraser Institute 2013

Fig ure 1: Can ada Export Mar ket Share (2012, CA$ bil lions)

Source: Indus try Can ada, Trade Data Online.
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enjoy tar iffs of less than 3 per cent, Cana dian exports of fish and sea food, foot -

wear, and tex tiles encoun ter tar iffs in excess of 20 per cent (DFAIT, 2013). Other

pro spec tive gains include access to the Euro pean Union’s $3 tril lion gov ern ment

pro cure ment mar ket and lib er al iza tion of ser vices exports (Euro pean Com mis -

sion, 2012). A fur ther $2.3 bil lion in ben e fits could be real ized through reduc tion 

of non-tar iff bar ri ers such as reg u la tory dupli ca tion, and pack ag ing and label ling 

require ments (Euro pean Com mis sion, 2012).

In the phar ma ceu ti cal indus try, the EU is a global pow er house. The sec tor is
char ac ter ized by a rel a tively small num ber of very large, cap i tal-inten sive enter -
prises with pro duc tion val ued at some US$110 bil lion in 2010 (Eurostat, 2013).
How ever, with increased com pe ti tion from emerg ing mar ket pro duc ers, the EU’s
rel a tive mar ket share is declin ing (see fig ure 2).

In stark con trast to the rapid growth rate of emerg ing mar ket demand, EU
demand for pharmaceuticals is shrink ing (see fig ure 3). IMS Pharma pre dicts an
aver age annual growth rate of 15 per cent a year for devel op ing mar kets and only
about 5 per cent for devel oped coun tries through 2014 (IMS, 2010). Nev er the less,
as a rel a tively large, sta ble, and pros per ous global mar ket, the EU offers Can ada an
oppor tu nity to diver sify and reduce its reli ance on the US mar ket.
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Fig ure 2: Change of Phar ma ceu ti cal Pro duc tion Mar ket Share (%)

Source: IMS Health (2010), IMS World Review at Imple men ta tion of Patient Ori ented Health Care.
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CETA nego ti at ing dynam ics

Can ada and the EU have been ne go ti at ing a Com pre hen sive Eco nomic and Trade
Agree ment (CETA) since 2009 and a con clu sion is ex pected in 2013.12 In the phar -
ma ceu ti cal ne go ti a tions, the Eu ro pean Un ion has said that it is seek ing to rem edy
“de fi cien cies” in the Ca na dian sys tem (Com mis sion of the Eu ro pean Com mu ni -
ties, 2009). For Ca na dian ne go ti a tors, the ques tions they have been fac ing are how
much are they will ing to change, and what would be the ben e fit?

Mar ket ex clu siv ity—One of the non-con ten tious is sues in the CETA is the du ra -
tion of pat ent pro tec tion, since the WTO TRIPS agree ment helped to har mo nize
the pat ent terms among mem ber states.13 TRIPS Ar ti cle 33 re quires a term of pat -
ent pro tec tion for not less than 20 years from fil ing date. Can ada’s Pat ent Act pro -
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Fig ure 3: Global Spend ing on Phar ma ceu ti cal Prod ucts (US$ bil lions)

* = Pro jected; 
“EU 5” includes France, Ger many Italy, UK and Spain; 
“Emerg ing” includes China, Brazil, India, Rus sia, Mex ico, Tur key, Poland, Ven e zuela,
Argen tina, Indo ne sia, South Africa, Thai land, Roma nia, Egypt, Ukraine, Paki stan and
Viet nam.

12 Infor ma tion about the con tent of ongo ing nego ti a tions is highly spec u la tive. State ments in this
brief ing about CETA and TPP phar ma ceu ti cal offers and requests are drawn from leaked texts,
pub lic doc u ments, and gov ern ment brief ings.

13 All CETA and TPP states are also WTO mem bers.
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vides 20 years of mar ket ex clu siv ity for phar ma ceu ti cal prod ucts that are novel,
use ful, and non-ob vi ous. It is com mon for a sin gle drug to en com pass many tech -
nol o gies and be pro tected by many pat ents with dis tinct ex piry dates (Crowley and
Lybecker, 2012).

Pat ent term res to ra tion—Pat ent term res to ra tion is re me dial time that can be
added at the end of a com pany’s pat ent life to help com pen sate for clin i cal de vel op -
ment time and the time re quired to ob tain ap proval from reg u la tory au thor i ties.14

Can ada does not cur rently pro vide pat ent term res to ra tion and is the only coun try
in the G7 that does not. The EU and US both of fer terms of up to five years, de -
pend ing upon the length of the clin i cal and reg u la tory de lays. The EU is ask ing
Can ada for pat ent term res to ra tion of up to five years.

Pat ent link age—Pat ent link age re fers to sys tems in which the reg u la tory ap proval
of a ge neric drug can not take place un til the in no va tor’s ap pli ca ble pat ent has ex -
pired, been in val i dated, or the pat ent holder pro vides con sent.
In the United States, the Food and Drug Ad min is tra tion (FDA) main tains a list of
phar ma ceu ti cal pat ents and ap proved uses in what is col lo qui ally known as the
“Or ange Book,” and will not pro vide mar ket ing ap proval for a ge neric copy of in no -
va tive prod ucts that would in fringe a pat ent listed in the Or ange Book. 

The EU does not have a for mal pat ent link age mech a nism but, when a
generic launches a drug before the expiry of a pat ent, the inno va tor may sue for
infringe ment and also apply for an inter loc u tory injunc tion that pre serves the sta -
tus quo and pre vents the generic from launch ing until lit i ga tion is com plete or the
par ties have set tled (IPIC, 2012).
            Sim i lar to the US, Can ada’s link age pro ceed ings are gov erned by the Pat ented
Med i cines (Notice of Com pli ance) Reg u la tions (PM(NOC)). Under these reg u la -
tions, Health Can ada will not pro vide reg u la tory approval for a generic drug until
the pat ent is inval i dated or unless a pat ent holder con sents. The reg u la tions pro -
vide for a period of up to a max i mum of 24 months for an expe dited judi cial pro cess 
with respect to the pat ent’s inval id ity, and dur ing this pro cess the generic drug may 
not be intro duced to the mar ket. 

Right of ap peal (pat ent link age)—In the ory, ei ther the in no va tor or the ge neric
can ap peal a PM(NOC) find ing, but in prac tice, the Ca na dian Fed eral Court of
Ap peal (FCA) will not hear ap peals from in no va tors be cause they are deemed to 
be moot un der the reg u la tions. In con trast, generics do have an ef fec tive right
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of ap peal to the FCA.15 The EU is re quest ing an equiv a lent in no va tor’s right of
ap peal.

Data ex clu siv ity—When an in no va tor is seek ing reg u la tory ap proval for a new in -
no va tive drug, the com pany is re quired to sub mit the re sults of their clin i cal test ing 
data to Health Can ada to ver ify the prod uct’s safety. Ge neric drug com pa nies wish -
ing to mar ket cop ies of the orig i nal prod uct would in cur sig nif i cant costs if they
had to con duct their own tests in stead of re ly ing upon the in no va tor’s clin i cal test -
ing data when mak ing their own ap pli ca tions to reg u la tory au thor i ties.

Under Can ada’s cur rent regime, generic com pa nies can not rely upon the
inno va tor’s test ing data for prod uct approval for a cumu la tive period of eight years
(plus a pos si ble addi tional six months for paedi at ric stud ies). The EU offers a base
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Table 1: Major Dynamics of the CETA Pharmaceutical Negotiations

Canada EU

Patent Term Restoration

Current None Up to 5 years; as long as total patent term
does not exceed 15 years.

Proposed EU is asking Canada for up to 5 years of patent term restoration.

Right of Appeal on Patent Term Linkage

Current No Yes; for equivalent system

Proposed EU is asking Canada for fair and equitable treatment of generics and patent holders where
patent linkage mechanisms exist, including regarding their respective rights of appeal.

Data Exclusivity

Current Maximum term is 
6 + 2 + 0.5 = 8.5 years:

Maximum term is 
8 + 2 + 1 = 11 years:

Z No submission from generic
manufacturer for 6 years

Z No submission from generic
manufacturer for 8 years

Z No regulatory approval of a generic
equivalent for an additional 2 years

Z No regulatory approval of a generic
equivalent for an additional 2 years

Z An additional 6 months is granted for
submissions related to paediatric studies

Z An additional 1 year data exclusivity for a
new indication

Proposed EU is asking Canada to extend data exclusivity terms to EU standards

15 The inno va tive com pany may, how ever, sue for pat ent infringe ment, but inno va tors have
argued that this rem edy is inef fec tive because it is costly, time con sum ing, and does not pre vent
the generic from tak ing over the inno va tor’s prod uct mar ket in the mean time.



data exclu siv ity period of 10 years (plus a pos si ble addi tional year for new indi ca -
tions) (see table 1). The EU is ask ing Can ada to extend its terms of data exclu siv ity
to har mo nize with the EU sys tem.

Dis cus sion

Can ada’s ne go ti at ing po si tion in the CETA has been shaped by two dis tinct and
po ten tially con tra dic tory mes sages from stake holders. The re search-based and
bio tech nol ogy com pa nies see re forms as a way to stim u late in vest ment and
innovation (Pharma Let ter, 2011). The ge neric in dus try is wary of pro pos als that
would re strict com pe ti tion from ge neric drugs and pos si bly raise prices (CGPA,
2012). The CETA is a unique trade ne go ti a tion be cause it in cludes the di rect par -
tic i pa tion of the prov inces in ar eas fall ing within their con sti tu tional ju ris dic tion, 
such as health care.16 This could tip the scales to wards out comes fa vour ing the
ge neric industry be cause of pro vin cial con cerns about po ten tial in creases to drug 
costs. How ever, it should be noted that in tel lec tual prop erty, in clud ing pat -
ent-re lated is sues, are an ex clu sively fed eral area of con sti tu tional ju ris dic tion
and, as such, are be ing ne go ti ated di rectly be tween the EU and Can ada with out
pro vin cial par tic i pa tion.

At the same time, Can ada lags behind both the Euro pean Union and the
United States in such areas as pat ent term res to ra tion, a pat ent link age right of
appeal, and data exclu siv ity. As Can ada con tin ues to par tic i pate in nego ti at ing fora
where these more pow er ful states dom i nate, it will face con tin ued pres sure to
reform its pol i cies or offer con ces sions in other areas to main tain pol icy inde pend -
ence. The ques tion then becomes whether or not the costs of pol icy sov er eignty
out weigh the ben e fits, tak ing into account the eco nomic ben e fits of the trade
agree ment as a whole.

Trans-Pacific Part ner ship mar ket oppor tu ni ties

The 12 Trans-Pa cific Part ner ship ne go ti at ing par ties are Aus tra lia, Brunei, Can -
ada, Chile, Ja pan, Ma lay sia, Mex ico, New Zea land, Peru, Sin ga pore, United States,
and Viet nam. The TPP coun tries rep re sent a pro spec tive free trade zone of over
785 mil lion peo ple with a GDP in ex cess of $26.4 tril lion. For Can ada, the TPP
would not only deepen ex ist ing agree ments with Chile, Peru, Co lom bia, Mex ico,
and the United States, but would also open the doors for lib er al ized trade with the
Asian coun tries where Can ada’s mar ket share is rel a tively small (Chen, 2013). Petri 
and Plummer (2012) es ti mate that the TPP could yield an nual in come gains of $9.9
bil lion for Can ada and in crease the coun try’s ex ports by some $15.7 bil lion.
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16 Trade agree ments are tra di tion ally nego ti ated by Cana dian fed eral nego ti a tors with author ity del -
e gated by the prov inces in areas of pro vin cial juris dic tion in exchange for ongo ing con sul ta tion.



In addi tion to defen sive inter ests to ensure that cur rent NAFTA ben e fits are
not eroded by the future TPP (Dawson, 2012), this new agree ment would also pro -
vide Can ada with direct ben e fits in such areas as goods and ser vices in the extrac -
tive, trans por ta tion, and agri cul tural sec tors (Chen, 2013). Cana dian banks and
insur ance com pa nies could ben e fit from ratio nal ized rules on state-owned enter -
prises (Hoffman and Torobin, 2012).

The TPP pro vides Can ada with its first major free trade agree ment in the
Asia Pacific region and strength ened ties with Latin Amer ica. How ever, the
short-term eco nomic ben e fits of the Trans-Pacific Part ner ship are rel a tively small.
Can ada already has free trade agree ments with five of the TPP mem bers and nego -
ti a tions were recently launched with Japan. Also, in trade nego ti a tions, the smaller
and less devel oped econ o mies do rel a tively better in terms of mar ket access gains
than larger or more advanced econ o mies (Petri, 2012). 

The major attrac tions of the TPP are the size and dyna mism of the Asian
mar ket. The emerg ing econ o mies in the TPP have growth rates that are roughly
dou ble those of our tra di tional trad ing part ners in the United States and West ern
Europe. The APEC coun tries, of which the TPP mem bers are a sub set, account for
44 per cent of world trade and 55 per cent of global GDP (USTR, no date). As
emerg ing mar ket con sum ers become rel a tively better off, their demand for con -
sumer and lux ury goods, includ ing pharmaceuticals, increases (see fig ure 4).
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Fig ure 4: Annual Average Growth Rate of Per Capita Pharmaceutical
Expenditure, Asian Trans-Pacific Part ner ship Par ties, 2000-2009 (%)

Source: OECD/WHO (2012): 75.
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In addi tion to offen sive inter ests in mar ket share, Can ada also has defen sive
inter ests. The United States and Euro pean Union are aggres sively pur su ing free
trade agree ments in Asia and Latin Amer ica, and Can ada must main tain a pres -
ence in order to avoid being shut out of pref er en tial mar ket access arrange ments.

TPP negotiating dynamics

The ma jor pro tag o nist for change in the Trans-Pa cific Part ner ship ne go ti a tions is
the United States. It is seek ing strong IP pro tec tion that meets or ex ceeds that in its
re cent bi lat eral free trade agree ments. The US agree ment with South Ko rea
(KORUS), is con sid ered to be the gold stan dard (Silverman, 2011). It moves be -
yond the Agree ment on Trade-Re lated As pects of In tel lec tual Prop erty (TRIPS)
to pro vide man da tory pat ent link age, pat ent term res to ra tion, and data ex clu siv ity. 
The Aus tra lia-US Free Trade Agree ment is sim i lar, so Aus tra lia can be ex pected to
sup port the United States on KORUS-like mea sures (Schott et al., 2013).

Some devel op ing coun try mem bers (most of whom are drug con sum ers, not
man u fac tur ers) will be push ing towards a TRIPS-based agree ment that requires
lit tle or no depar ture from their exist ing WTO com mit ments and sup ports an
agenda of acces si bil ity to lower-priced generic drugs.

As fig ure 5 illus trates, the posi tion ing of the TPP agree ment rel a tive to TRIPS 
and KORUS will depend on the abil ity of each side to move the final text toward or
away from strong IP pro tec tion. Devel op ing coun tries will resist change unless
trade-offs are offered in other areas of inter est.17
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Fig ure 5: Con tin uum of Phar ma ceu ti cal Pat ent Pro tec tion

Stronger pat ent protection

Innovation and investment
Research-based manufacturers

Weaker pat ent protection

Accessibility and price
Generics and consumers

TPP KORUSTRIPS

17 At the time of writ ing, the TPP part ners were exchang ing infor ma tion on their domes tic sys -
tems of phar ma ceu ti cal pro tec tion, but had not yet started text-based nego ti a tions.



Jap a nese game-changer

Ja pan is a rel a tively re cent en trant to the TPP ne go ti a tions. It is a valu able mar ket
for TPP ex port ers be cause of its high de mand for im ported for eign drugs. Prime
Min is ter Shinzo Abe has also iden ti fied sup port for the de vel op ment of the coun -
try’s na scent re search-based phar ma ceu ti cal man u fac tur ers. Thus, Ja pan’s con tin -
ued sup port for strong pat ent pro tec tion is very likely.

While the mech a nisms are not iden ti cal, Japan’s effec tive level of pat ent pro -
tec tion is acknowl edged to be at or above that of the US.18 For exam ple, Japan does
not have a directly equiv a lent data exclu siv ity sys tem, but its cur rent law pre vents
generic com pa nies from apply ing for reg u la tory approval until the brand-name
drug has been on the mar ket for the equiv a lent of eight years, with poten tially up to 
four addi tional years for new indi ca tions, far in excess of the US TPP pro posal for
five-year exclu siv ity (Finston Con sult ing, 2011). Japan’s pat ent term res to ra tion sys -
tem is also roughly equiv a lent in terms of reme dial assis tance for delays to the sys tem 
in the United States. With the entry of Japan to the nego ti a tions, the United States
has a poten tial ally, with con sid er able mar ket heft, for its reform ist pro pos als.

Access win dow

In 2011, the US pre sented a White Pa per on Trade En hanc ing Ac cess to Med i cines
(TEAM) that seeks to es tab lish a bal ance be tween strong IP pro tec tion and ac cess
to med i cines, es pe cially in de vel op ing coun tries (USTR, 2011a). Cen tral to the
TEAM pro posal is the con cept of an “ac cess win dow,” which would pro vide phar -
ma ceu ti cal com pa nies with stron ger IP pro tec tion in ex change for their com mit -
ment to seek mar ket ing ap proval in TPP coun tries as quickly as pos si ble. The
Of fice of the United States Trade Rep re sen ta tive (USTR) claims that this will ex pe -
dite the avail abil ity of life sav ing med i cines in TPP mar kets and also speed up ac cess 
for generics to en ter those mar kets (USTR, 2011b).

The access win dow pro posal has report edly faced skep ti cism from US com -
pa nies and strong resis tance from TPP part ners (Inside US Trade, 2013a; Inside US 
Trade, 2011). 

Pric ing

Na tional re gimes for drug pric ing are also un der scru tiny in the TPP. The United
States has pro posed a trans par ency chap ter that would re quire coun tries with na -
tional drug pric ing and re im burse ment pro grams (such as Can ada, Ja pan, and New 
Zea land) to es tab lish a sys tem of best prac tices cov er ing such is sues as de ci -
sion-mak ing pro cesses, use of in for ma tion, and ap peal of pric ing de ci sions.
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18 Author’s inter view with spe cial ist in Jap a nese phar ma ceu ti cal reg u la tory spe cial ist, Paul King of 
King PLLC (www.kingpllc.com), on Decem ber 13, 2012.

http://www.kingpllc.com


The US insis tence on enhanced trans par ency stan dards is believed to be tar -
geted at the pric ing and deci sion mak ing pro ce dures of New Zea land’s Phar ma ceu -
ti cal Man age ment Agency (PHARMAC) (Inside US Trade, 2013b).

Scope of patentability/ Exclu sions from patentability

The United States is pro pos ing to ex pand the scope of patentability by requiring
coun tries to per mit pat ent ap pli ca tions on mod i fi ca tions or vari a tions of ex ist ing
med i cines. Crit ics charge that such mea sures will pre vent the timely in tro duc tion
of ge neric equiv a lents (Doc tors With out Bor ders, 2013). In no va tors main tain that
such changes le git i mately pro tect in cre men tal in no va tions to ex ist ing med i cines
that pro vide im por tant ther a peu tic ben e fits for pa tients (such as time-re lease dos -
ages) and ul ti mately im prove health out comes (IFPMA, 2013).

The US is also seek ing to limit pos si ble exclu sions from patentability. Under
the TRIPS agree ment, coun tries are per mit ted to make a broad range of exclu sions
from patentability includ ing for plants, ani mals, and diag nos tic, ther a peu tic, and
sur gi cal meth ods (Flynn et al., 2012). The US TPP pro posal nar rows the scope of
exclu sions to those that are nec es sary to pro tect pub lic order or moral ity, or
human, ani mal, or plant life or health.

Pat ent term res to ra tion—The United States is seek ing pat ent term res to ra tion
from all TPP coun tries. 

Pat ent link age—The United States is pro pos ing is that all TPP coun tries adopt
pat ent link age. The al ter na tive, which oc curs in many de vel op ing coun tries, is for
health au thor i ties to grant mar ket ing ap proval to generics with out ver i fy ing the
sta tus of the in no va tors’ pat ents. 

Data ex clu siv ity—The US pro posal is roughly based on KORUS, the US agree -
ment with South Ko rea, and calls for data ex clu siv ity for an as-yet in de ter mi nate
pe riod. 

Although other coun tries have not dis tin guished between bio log i cal and
chem i cal drugs, the US treated them as a spe cial class in the 2010 Afford able Care
Act, which pro vides 12 years of data exclu siv ity for biologics. How ever, in annual
bud gets, the Obama White House has pro posed scal ing back data exclu siv ity for
biologics to seven years in order bring generics to mar ket faster and save on
Medicare and Medicaid costs (Palmer, 2012). It remains unclear at the time of writ -
ing whether or not the US will be ask ing its TPP part ners for an extended data pro -
tec tion term for biologics equiv a lent to that required under its domes tic leg is la tion. 

Until the US takes a for mal posi tion on whether or not they want an extended 
period for biologics, the other TPP par ties will remain non com mit tal.
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Spe cial and dif fer en tial treat ment—While it has not yet evolved into an of fi cial
po si tion, there are in di ca tions that the US might sup port a sys tem of spe cial and
dif fer en tial treat ment for lower-in come de vel op ing coun tries, sim i lar to the
flexibilities that it of fered in its bi lat eral trade agree ments with Pan ama, Co lom bia,
and Peru. These pro vi sions could in clude lon ger phase-in pe ri ods, shorter pe ri ods
of data ex clu siv ity, vol un tary pat ent term link age, and pat ent term res to ra tion.19

Spe cial and dif fer en tial treat ment would require a def i ni tion of “devel op ing
coun try” to be included in the agree ment (Inside US Trade, 2013b). Although the
ben e fits would pre sum ably apply to lower-income coun tries like Peru and Viet -
nam, higher-income devel op ing coun tries such as Chile, Malay sia, and Mex ico are
likely to object if they are left out of the tent (see fig ure 6).

Com ment

The US is seek ing to pro mote ac cess and affordability through the Trade En hanc -
ing Ac cess to Med i cines and through spe cial and dif fer en tial treat ment pro pos als,
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Fig ure 6: GDP per capita of Trans-Pacific Part ner ship Par ties 
(2011, Cur rent US$)

Source: World Bank, 2011.

19 The pro vi sions of the so-called May 10 Agree ment are dis cussed in Fer gu son et al., 2013.
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but it is also pro mot ing in no va tion through ex tended data ex clu siv ity for biologics,
pat ent term res to ra tion, and a nar rowed band of patentability ex clu sions. If and
when the US po si tion be comes better de fined, Can ada and other TPP part ners will
be able to de ter mine where they will sup port US in ter ests and where they will op -
pose them (see ta ble 2).

Indus try insid ers sug gest that because of devel op ing coun try con sid er ations,
the final TPP agree ment will resem ble KORUS, but will not go as far in terms of IP
as the CETA or the pro spec tive US-EU free trade agree ment.20 At the same time,
US nego ti a tors will try to move the devel op ing coun tries as far as pos si ble from the
TRIPS; the ulti mate goal is to estab lish the Trans-Pacific Part ner ship as the stan -
dard-bearer for the region and reduce the influ ence of China and India on trade
rules and their imple men ta tion (Gordon and West, 2011). 

Although Can ada has faced pres sure from the United States over the past
decade to tighten up its IP regime, espe cially in the area of copy right enforce ment,
there should be rel a tively lit tle pres sure for fur ther reforms at the TPP table,
especially if Can ada adopts pat ent term res to ra tion, extended data exclu siv ity, and
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Table 2: Major Dynamics of the TPP Pharmaceutical Negotiations

US Proposal Possible allies Possible opponents

Access Window—companies are
rewarded with stronger protection if
they seek marketing approval swiftly in
TPP countries

Many

Pricing Transparency New Zealand, Canada, Japan

Special and Differential Treatment Vietnam, Peru, Brunei; other low-income
developing countries

Chile, Singapore, Mexico, Malaysia; other
higher-income developing countries

Scope of Patentability—increase scope
and decrease exclusions

Many

Patent Term Restoration Japan Canada (if not in CETA);

Australia Developing countries

Patent Linkage Canada, Australia Developing countries

Data Exclusivity Depends on term

20 Author’s con fi den tial inter views with US phar ma ceu ti cal rep re sen ta tives in Wash ing ton, DC, in 
Sep tem ber and Octo ber, 2012.



right of appeal of for brand-name drug man u fac tur ers in the CETA. In a post-CETA
envi ron ment, Can ada may con sider using sup port for US TPP phar ma ceu ti cal posi -
tions as lever age for prog ress in other areas of impor tance to Can ada.

Ref er ences

Bio tech nol ogy In dus try As so ci a tion (2010). How do drugs and biologics dif fer?
Web page (No vem ber). <http://www.bio.org/articles/how-do-drugs-
and-biologics-differ>, as of June 12, 2013.

Ca na dian Ge neric Phar ma ceu ti cal As so ci a tion [CGPA] (2012). Joint State ment
on the Ne go ti a tions for a Com pre hen sive Eco nomic and Trade Agree ment
(CETA) Be tween Can ada and the Eu ro pean Un ion. Press re lease (Oc to ber
12). CGPA. <http://www.canadiangenerics.ca/en/news/oct_12-12.asp>, as
of June 12, 2013. 

Ca na dian Trade Commisioner Ser vice (2012). Fo cus on the Eu ro pean Un ion.
Web page. Gov ern ment of Can ada.
<http://www.tradecommissioner.gc.ca/eng/document.jsp?did=97445>, as of 
June 12, 2013.

Chen, Christy (2013). Trans-Pa cific Part ner ship: Can ada’s Next Trade Agree -
ment? Eco nomic Re search (May 17). BMO Cap i tal Mar kets.
http://www.bmonesbittburns.com/economics/focus/20130517/feature.pdf,
as of June 12, 2013.

Com mis sion of the Eu ro pean Com mu ni ties (2009). Com mis sion Staff Work ing
Doc u ment: IPR En force ment Re port 2009. Com mis sion of the Eu ro pean
Com mu ni ties.
<http://trade.ec.europa.eu/doclib/docs/2009/october/tradoc_145204.pdf>,
as of June 12, 2013. 

Con fer ence Board of Can ada [CBOC] (2013). Ex port Mar ket Share:
Pharmaceuticals. Web page. Con fer ence Board of Can ada.
<http://www.conferenceboard.ca/hcp/details/innovation/export-market-sh
are-pharmaceuticals.aspx>, as of June 12, 2013

Crowley, Brian Lee, and Kristina Lybecker (2012). Im prov ing Can ada’s Drug Pat -
ent Pro tec tion: Good for Can ada, Good for Trade. Pol icy Op tions, March: 70.

47    Can ada’s Trade Agree ments and the Phar ma ceu ti cal Indus try
    Laura Dawson   Z   Fraser Institute 2013

http://www.bio.org/articles/how-do-drugs-and-biologics-differ
http://www.bio.org/articles/how-do-drugs-and-biologics-differ
http://www.canadiangenerics.ca/en/news/oct_12-12.asp
http://www.tradecommissioner.gc.ca/eng/document.jsp?did=97445
http://www.bmonesbittburns.com/economics/focus/20130517/feature.pdf
http://trade.ec.europa.eu/doclib/docs/2009/october/tradoc_145204.pdf
http://www.conferenceboard.ca/hcp/details/innovation/export-market-share-pharmaceuticals.aspx
http://www.conferenceboard.ca/hcp/details/innovation/export-market-share-pharmaceuticals.aspx


Dawson, Laura (2012). Can Can ada Join the Trans-Pa cific Part ner ship: Why Just
Want ing is Not Enough. CD Howe In sti tute Com men tary, 340. CD Howe
In sti tute.

De part ment of For eign Af fairs and In ter na tional Trade Can ada [DFAIT] (2013).
Can ada-EU Trade Agree ment: Open ing New Mar kets in Eu rope. Web page.
For eign Af fairs and In ter na tional Trade Can ada.
<http://www.international.gc.ca/trade-agreements-accords-commerciaux/a
gr-acc/eu-ue/can-eu.aspx>, as of June 12, 2013.

Doc tors With out Bor ders (2013). Coun tries Must Fix Crit i cal Ac cess to Med i -
cines Flaws in Trans-Pa cific Trade Pact. Press re lease (May 14). Doc tors
With out Bor ders. <http://www.doctorswithoutborders.org/press/release.
cfm?id=6760&cat=press-release>, as of June 12, 2013.

Doc tors With out Bor ders (2011). TPP Is sue Brief—Sep tem ber 2011: How the
Trans-Pa cific Part ner ship Agree ment Threat ens Ac cess to Med i cines. Doc -
tors With out Bor ders. <http://www.doctorswithoutborders.org/
press/2011/MSF-TPP-Issue-Brief.pdf>, as of June 12, 2013. 

Eu ro pean Com mis sion (2012). Pub lic Pro cure ment In di ca tors 2011. Eu ro pean
Com mis sion (De cem ber 5). <http://ec.europa.eu/internal_market/public
procurement/docs/modernising_rules/public-procurement-indicators-2011
_en.pdf>, as of June 12, 2013.

Eurostat (2013). Key in di ca tors, man u fac ture of ba sic phar ma ceu ti cal prod ucts
and phar ma ceu ti cal prep a ra tions (NACE Di vi sion 21), 2010. Web ta ble. Eu -
ro pean Com mis sion. <http://epp.eurostat.ec.europa.eu/statistics_
explained/index.php?title=File:Key_indicators,_manufacture_of_basic_
pharmaceutical_products_and_pharmaceutical_preparations_(NACE_
Division_21),_2010_A.png&filetimestamp=20130507064346>, as of June 24, 
2013.

Fer gu son, Ian F., Wil liam H. Coo per, Remy Jurenas, and Brock R. Wil liams
(2013). The Trans-Pa cific Part ner ship Ne go ti a tions and Is sues for Con gress.
Con gres sio nal Re search Ser vice.

Finston Con sult ing (2011). Data Ex clu siv ity Periods in the United States & Se lect
In ter na tional Mar kets. Finston Con sult ing. <http://www.finstonconsulting.
com/version04/files/Data%20Exclusivity%20Overview-9March2011.pdf>, as 
of June 12, 2013. 

Flynn, Sean M., Brook Baker, Margot Kaminski, and Jimmy Koo (2012). The US
Pro posal for an In tel lec tual Prop erty Chap ter in the Trans-Pa cific Part ner -

48    The Trade Benefits of Enhanced IP Protection for Pharmaceuticals in Canada
    edited by Nadeem Esmail   Z   Fraser Institute 2013

http://www.international.gc.ca/trade-agreements-accords-commerciaux/agr-acc/eu-ue/can-eu.aspx
http://www.international.gc.ca/trade-agreements-accords-commerciaux/agr-acc/eu-ue/can-eu.aspx
http://www.doctorswithoutborders.org/press/release.cfm?id=6760&cat=press-release
http://www.doctorswithoutborders.org/press/release.cfm?id=6760&cat=press-release
http://www.doctorswithoutborders.org/press/2011/MSF-TPP-Issue-Brief.pdf
http://www.doctorswithoutborders.org/press/2011/MSF-TPP-Issue-Brief.pdf
http://ec.europa.eu/internal_market/publicprocurement/docs/modernising_rules/public-procurement-indicators-2011_en.pdf
http://ec.europa.eu/internal_market/publicprocurement/docs/modernising_rules/public-procurement-indicators-2011_en.pdf
http://ec.europa.eu/internal_market/publicprocurement/docs/modernising_rules/public-procurement-indicators-2011_en.pdf
http://epp.eurostat.ec.europa.eu/statistics_explained/index.php?title=File:Key_indicators,_manufacture_of_basic_pharmaceutical_products_and_pharmaceutical_preparations_(NACE_Division_21),_2010_A.png&filetimestamp=20130507064346
http://epp.eurostat.ec.europa.eu/statistics_explained/index.php?title=File:Key_indicators,_manufacture_of_basic_pharmaceutical_products_and_pharmaceutical_preparations_(NACE_Division_21),_2010_A.png&filetimestamp=20130507064346
http://epp.eurostat.ec.europa.eu/statistics_explained/index.php?title=File:Key_indicators,_manufacture_of_basic_pharmaceutical_products_and_pharmaceutical_preparations_(NACE_Division_21),_2010_A.png&filetimestamp=20130507064346
http://epp.eurostat.ec.europa.eu/statistics_explained/index.php?title=File:Key_indicators,_manufacture_of_basic_pharmaceutical_products_and_pharmaceutical_preparations_(NACE_Division_21),_2010_A.png&filetimestamp=20130507064346
http://www.finstonconsulting.com/version04/files/Data%20Exclusivity%20Overview-9March2011.pdf
http://www.finstonconsulting.com/version04/files/Data%20Exclusivity%20Overview-9March2011.pdf


ship Agree ment. Amer i can Uni ver sity In ter na tional Law Re view 28(1):
105–202.

Gordon, Da vid, and Sean West (2011, De cem ber 15). The Most Important Trade 
Deal You’ve Never Heard Of. Reuters. <http://blogs.reuters.com/great-
debate/2011/12/15/the-most-important-trade-deal-you%E2%80%99ve-
never- eard-of/>, as of June 12, 2013. 

Har ris, Gar di ner, and Katie Thomas (2013, April 1). Low-cost Drugs in Poor
Nations Get a Lift in In dian Court. New York Times. <http://www.nytimes.
com/2013/04/02/business/global/top-court-in-india-rejects-novartis-drug-
patent.html?smid=pl-share>, as of June 13, 2013.

Hoffman, Andy, and Jeremy Torobin (2012, June 20). Trans-Pa cific Part ner ship:
A Vital Seat with Great Prom ise. The Globe and Mail.
<http://www.theglobeandmail.com/report-on-business/international-busin
ess/asian-pacific-business/trans-pacific-partnership-a-vital-seat-with-
great-promise/article4358475/>, as of June 13, 2013.

IMS In sti tute [IMS] (2010). Biopharma Fore casts and Trends. Web page (April
20). IMS. <http://www.imshealth.com/portal/site/ims/menuitem.
d248e29c86589c9c30e81c033208c22a/?vgnextoid=4b8c410b6c718210Vgn
VCM100000ed152ca2RCRD>, as of June 12, 2013. 

IMS In sti tute for Healthcare In for ma tics (2012). The Global Use of Med i cines:
Out look through 2016 (July). IMS In sti tute for Healthcare In for ma tics.
<http://www.imshealth.com/deployedfiles/ims/Global/Content/Insights/
IMS%20Institute%20for%20Healthcare%20Informatics/Global%20Use%20of 
%20Meds%202011/Medicines_Outlook_Through_2016_Report.pdf>, as of
June 12, 2013.

In dus try Can ada (2012). Phar ma ceu ti cal In dus try Pro file. Web page (Feb ru ary 8).
Gov ern ment of Can ada. <http://www.ic.gc.ca/eic/site/lsg-pdsv.nsf/eng/
h_hn01703.html>, as of June 12, 2013.

In side US Trade (2013a, May 19). For mer Chil ean TPP Ne go ti a tor Warns Of Po -
ten tial Costs Of TPP Deal. In side US Trade.

In side US Trade (2013b, May 2). US Drug In dus try Wel comes Ja pan in TPP;
Stands By Sep a rate Di a logue. In side US Trade.

In side US Trade (2013c, March 15). TPP Coun tries Slowly Re start For mal Talks
on Phar ma ceu ti cal IP Protections. In side U.S. Trade.

49    Can ada’s Trade Agree ments and the Phar ma ceu ti cal Indus try
    Laura Dawson   Z   Fraser Institute 2013

http://blogs.reuters.com/great-debate/2011/12/15/the-most-important-trade-deal-you%E2%80%99ve-never-heard-of/
http://blogs.reuters.com/great-debate/2011/12/15/the-most-important-trade-deal-you%E2%80%99ve-never-heard-of/
http://blogs.reuters.com/great-debate/2011/12/15/the-most-important-trade-deal-you%E2%80%99ve-never-heard-of/
http://www.nytimes.com/2013/04/02/business/global/top-court-in-india-rejects-novartis-drug-patent.html?smid=pl-share
http://www.nytimes.com/2013/04/02/business/global/top-court-in-india-rejects-novartis-drug-patent.html?smid=pl-share
http://www.nytimes.com/2013/04/02/business/global/top-court-in-india-rejects-novartis-drug-patent.html?smid=pl-share
http://www.theglobeandmail.com/report-on-business/international-business/asian-pacific-business/trans-pacific-partnership-a-vital-seat-with-great-promise/article4358475/
http://www.theglobeandmail.com/report-on-business/international-business/asian-pacific-business/trans-pacific-partnership-a-vital-seat-with-great-promise/article4358475/
http://www.theglobeandmail.com/report-on-business/international-business/asian-pacific-business/trans-pacific-partnership-a-vital-seat-with-great-promise/article4358475/
http://www.imshealth.com/portal/site/ims/menuitem.d248e29c86589c9c30e81c033208c22a/?vgnextoid=4b8c410b6c718210VgnVCM100000ed152ca2RCRD
http://www.imshealth.com/portal/site/ims/menuitem.d248e29c86589c9c30e81c033208c22a/?vgnextoid=4b8c410b6c718210VgnVCM100000ed152ca2RCRD
http://www.imshealth.com/portal/site/ims/menuitem.d248e29c86589c9c30e81c033208c22a/?vgnextoid=4b8c410b6c718210VgnVCM100000ed152ca2RCRD
http://www.imshealth.com/deployedfiles/ims/Global/Content/Insights/IMS%20Institute%20for%20Healthcare%20Informatics/Global%20Use%20of%20Meds%202011/Medicines_Outlook_Through_2016_Report.pdf
http://www.imshealth.com/deployedfiles/ims/Global/Content/Insights/IMS%20Institute%20for%20Healthcare%20Informatics/Global%20Use%20of%20Meds%202011/Medicines_Outlook_Through_2016_Report.pdf
http://www.imshealth.com/deployedfiles/ims/Global/Content/Insights/IMS%20Institute%20for%20Healthcare%20Informatics/Global%20Use%20of%20Meds%202011/Medicines_Outlook_Through_2016_Report.pdf
http://www.ic.gc.ca/eic/site/lsg-pdsv.nsf/eng/h_hn01703.html
http://www.ic.gc.ca/eic/site/lsg-pdsv.nsf/eng/h_hn01703.html


In side US Trade (2011, Oc to ber 7). Brand-Name Drug Com pa nies Want Clar ity
on US TPP IP Pro posal. In side U.S. Trade.

In tel lec tual Prop erty In sti tute of Can ada [IPIC] (2012). A Com par a tive Over view
of Ca na dian, US, and Eu ro pean Pharmaceutical Pat ent Sys tems. In tel lec tual 
Prop erty In sti tute of Can ada.

In ter na tional Fed er a tion of Phar ma ceu ti cal Man u fac tur ers & As so ci a tions
[IFPMA] (2013). In cre men tal In no va tion: Adapt ing to Pa tient Needs. IFPMA.
<http://www.ifpma.org/fileadmin/content/Publication/2013/IFPMA_
Incremental_Innovation_Feb_2013_Low-Res.pdf>, as of June 12, 2013.

Jack, An drew (2012, De cem ber 2). Cost of Developing Drugs Jumps Ten fold. Fi -
nan cial Times.

OECD/WHO (2012). 4.4: Phar ma ceu ti cal Ex pen di ture. Health at a Glance:
Asia/Pa cific 2012. OECD Pub lish ing. <http://dx.doi.org/10.1787/
9789264183902-32-en>, as of June 12, 2013.

Of fice of the United States Trade Rep re sen ta tive [USTR] (n.d.). U.S.-APEC Bi lat -
eral Trade and In vest ment. Web page. Ex ec u tive Of fice of the Pres i dent of
the United States. <http://www.ustr.gov/countries-regions/japan-korea-
apec/apec/us-apec-trade-facts>, as of June 12, 2013. 

Of fice of the United States Trade Rep re sen ta tive [USTR] (2011a). Trade En hanc -
ing Ac cess to Med i cines. Press Re lease (Sep tem ber). USTR.
<http://www.ustr.gov/about-us/press-office/press-releases/2011/september
/trade-enhancing-access-medicines>, as of June 12, 2013. 

Of fice of the United States Trade Rep re sen ta tive [USTR] (2011b). Trans-Pa cific
Part ner ship Trade Goals to En hance Ac cess to Med i cines. USTR.
<http://www.ustr.gov/webfm_send/3059>, as of June 12, 2013. 

Palmer, Doug (2012, Oc to ber 5). White House Said To Be Frustrating Drug
Companies in Asia Trade Talks. Reuters. <http://www.reuters.com/article/
2012/10/05/us-usa-trade-biologics-idUSBRE8941EF20121005>, as of June
12, 2013.

Petri, Pe ter A. (2012). Eco nom ics of the TPP and RCEP Ne go ti a tions. Brandeis

Uni ver sity and East-West Cen ter.

Petri, Pe ter A., and Mi chael G. Plummer (2012). The Trans-Pa cific Part ner ship
and Asia-Pa cific In te gra tion: Pol icy Im pli ca tions. Pol icy Brief (June). Pe ter -
son In sti tute for In ter na tional Eco nom ics. <http://www.iie.com/
publications/pb/pb12-16.pdf>, as of June 12, 2013.

50    The Trade Benefits of Enhanced IP Protection for Pharmaceuticals in Canada
    edited by Nadeem Esmail   Z   Fraser Institute 2013

http://www.ifpma.org/fileadmin/content/Publication/2013/IFPMA_Incremental_Innovation_Feb_2013_Low-Res.pdf
http://www.ifpma.org/fileadmin/content/Publication/2013/IFPMA_Incremental_Innovation_Feb_2013_Low-Res.pdf
http://dx.doi.org/10.1787/9789264183902-32-en
http://dx.doi.org/10.1787/9789264183902-32-en
http://www.ustr.gov/countries-regions/japan-korea-apec/apec/us-apec-trade-facts
http://www.ustr.gov/countries-regions/japan-korea-apec/apec/us-apec-trade-facts
http://www.ustr.gov/about-us/press-office/press-releases/2011/september/trade-enhancing-access-medicines
http://www.ustr.gov/about-us/press-office/press-releases/2011/september/trade-enhancing-access-medicines
http://www.ustr.gov/webfm_send/3059
http://www.reuters.com/article/2012/10/05/us-usa-trade-biologics-idUSBRE8941EF20121005
http://www.reuters.com/article/2012/10/05/us-usa-trade-biologics-idUSBRE8941EF20121005
http://www.iie.com/publications/pb/pb12-16.pdf
http://www.iie.com/publications/pb/pb12-16.pdf


Pharma Let ter, The (2011, April 4). Rx&D anal y sis re veals “ma jor flaws” in Ca na -
dian ge neric drug in dus try study. The Pharma Let ter.

PWC (2012). Pharma 2020: From Vi sion to De ci sion. PWC.
<http://www.pwc.com/jp/ja/japan-knowledge/archive/assets/pdf/pharma-
2020-vision-to-decision.pdf>, as of June 12, 2013.

Schott, Jeffrey, Barbara Kotschwar, and Julia Muir (2013). Un der stand ing the
Trans-Pa cific Part ner ship. Pol icy Anal y ses in In ter na tional Eco nom ics,
num ber 99. Pe ter son In sti tute for In ter na tional Eco nom ics.

Silverman, Ed (2011). PhRMA Wants 12 Years Data Pro tec tion in TPP Talks.
Pharmalot (May 2). <http://www.pharmalive.com/phrma-wants-12-years-
data-protection-tpp-talks>, as of June 12, 2013. 

World Health Or ga ni za tion (2013). Trade, For eign Pol icy, Di plo macy and
Health. Web page. WHO. <http://www.who.int/trade/glossary/story073/
en/>, as of June 13, 2013.

Want China Times (2012, Sep tem ber 19). Pfizer and Merck Set Up Chi nese Joint 
Ventures for Generic Drugs. Want China Times. <http://www.wantchina
times.com/news-subclass-cnt.aspx?id=20120919000112&cid=1206>, as of
June 13, 2013.

51    Can ada’s Trade Agree ments and the Phar ma ceu ti cal Indus try
    Laura Dawson   Z   Fraser Institute 2013

Laura Dawson, Ph.D., is the Pres i dent of Dawson Stra te gic,
(http://dawsonstrat.com/) pro vid ing advice to busi ness on
inter na tional trade, mar ket access and reg u la tory issues.  Pre vi -
ously, she served as senior advi sor on U.S.-Can ada eco nomic
affairs at the United States Embassy in Ottawa and con trib uted
to the launch of the U.S.-Can ada Reg u la tory Coop er a tion
Coun cil and the Beyond the Bor der agree ment.

http://www.pwc.com/jp/ja/japan-knowledge/archive/assets/pdf/pharma-2020-vision-to-decision.pdf
http://www.pwc.com/jp/ja/japan-knowledge/archive/assets/pdf/pharma-2020-vision-to-decision.pdf
http://www.pharmalive.com/phrma-wants-12-years-data-protection-tpp-talks
http://www.pharmalive.com/phrma-wants-12-years-data-protection-tpp-talks
http://www.who.int/trade/glossary/story073/en/
http://www.who.int/trade/glossary/story073/en/
http://www.wantchinatimes.com/news-subclass-cnt.aspx?id=20120919000112&cid=1206
http://www.wantchinatimes.com/news-subclass-cnt.aspx?id=20120919000112&cid=1206
http://dawsonstrat.com/


Pub lish ing in for ma tion

Distribution
These pub li ca tions are avail able from <http://www.fraserinstitute.org> in Por ta ble Doc u -
ment For mat (PDF) and can be read with Adobe Ac ro bat® 7 or later, or with Adobe Reader®
7 or later. Adobe Reader® X, the most re cent ver sion, is avail able free of charge from Adobe
Sys tems Inc. and may be down loaded from: <http://get.adobe. com/reader/>. We en -
cour age you to in stall the most re cent ver sion.

Order ing pub li ca tions
For in for ma tion about or der ing the  Fra ser In sti tute’s printed pub li ca tions, please con tact
the pub li ca tions co or di na tor

Z e-mail: sales@fraserinstitute.org 
Z tele phone: 604.688.0221 ext. 580 or, toll free, 1.800.665.3558 ext. 580

Media
For me dia in qui ries, please con tact our Com mu ni ca tions De part ment:
tele phone: 604.714.4582 or e-mail: communications@fraserinstitute.org

Copy right
Copy right © 2013 by the Fra ser In sti tute. All rights re served. No part of this pub li ca tion
may be re pro duced in any man ner what so ever with out writ ten per mis sion ex cept in the
case of brief pas sages quoted in crit i cal ar ti cles and re views.

Dis claimer
The au thors of this pub li ca tion have worked in de pend ently and opin ions ex pressed by
them are, there fore, their own, and do not nec es sar ily re flect the opin ions of the sup port -
ers, trust ees, or other staff of the Fra ser In sti tute. This pub li ca tion in no way im plies that
the Fra ser In sti tute, its trust ees, or staff are in fa vor of, or op pose the pas sage of, any bill; or
that they sup port or op pose any par tic u lar po lit i cal party or can di date.

Date of issue
July 2013

Cita tion
Esmail, Nadeem (ed.) (2013). The Trade and Eco nomic Ben e fits of En hanced In tel -
lec tual Prop erty Pro tec tion for Pharmaceuticals in Can ada. Stud ies in Eco nomic
Pros per ity. Fra ser In sti tute.

52    The Trade Benefits of Enhanced IP Protection for Pharmaceuticals in Canada
    edited by Nadeem Esmail   Z   Fraser Institute 2013

http://www.fraserinstitute.org
http://get.adobe.com/reader/
mailto:sales@fraserinstitute.org
mailto:communications@fraserinstitute.org


ISSN
Stud ies in Eco nomic Pros per ity ISSN 1706-8983 (print); ISSN 1706-8991 (on-line)

Editing and pro duc tion
Kristin McCahon 

Design
Lindsey Thomas Mar tin

Cover design
Bill Ray

Cover image
In dus trial con tainer cargo © vichie81, Bigstock

Sup port ing the Fra ser In sti tute
To learn how to sup port the Fra ser In sti tute, please con tact 

Z Devel op ment Depart ment, 
The Fra ser Insti tute, 
Fourth Floor, 1770 Burrard Street, 
Van cou ver, Brit ish Colum bia, 
Can ada  V6J 3G7 

Z tele phone, toll-free: 1.800.665.3558 ext. 586

Z e-mail: development@fraserinstitute.org

Lifetime Patrons

For their long-stand ing and valu able sup port con trib ut ing to the suc cess of the
Fra ser In sti tute, the fol low ing peo ple have been rec og nized and in ducted as Life -
time Pa trons of the Fra ser In sti tute.

53    The Trade Benefits of Enhanced IP Protection for Pharmaceuticals in Canada
    edited by Nadeem Esmail   Z   Fraser Institute 2013

Sonja Bata
Charles Barlow
Ev Berg
Art Grunder
Jim Chap lin
Serge Darkazanli
John Dobson

Ray mond Heung
Bill Korol
Bill Mackness
Fred Mannix
Jack Pirie
Con Riley
Catherine Windels

mailto:development@fraserinstitute.org


Pur pose, fund ing, and inde pend ence

The Fra ser In sti tute pro vides a use ful pub lic ser vice. We re port ob jec tive in for ma -
tion about the eco nomic and so cial ef fects of cur rent pub lic pol i cies, and we of fer
ev i dence-based re search and ed u ca tion about pol icy op tions that can im prove the
qual ity of life.

The Insti tute is a non-profit orga ni za tion. Our activ i ties are funded by char i -
ta ble dona tions, unre stricted grants, ticket sales and spon sor ships from events, the
licens ing of prod ucts for pub lic dis tri bu tion, and the sale of pub li ca tions. 

All research is sub ject to rig or ous review by exter nal experts, and is con -
ducted and pub lished sep a rately from the Insti tute’s Board of Trust ees and its
donors.

The opin ions expressed by staff or author(s) are those of the indi vid u als
them selves, and should not be inter preted to reflect those of the Insti tute, its Board
of Trust ees, or its donors and sup port ers. 

As a healthy part of pub lic dis cus sion among fel low cit i zens who desire to
improve the lives of peo ple through better pub lic pol icy, the Insti tute wel comes
evi dence-focused scru tiny of the research we pub lish, includ ing ver i fi ca tion of data 
sources, rep li ca tion of ana lyt i cal meth ods, and intel li gent debate about the prac ti -
cal effects of pol icy rec om men da tions.

54    The Trade Benefits of Enhanced IP Protection for Pharmaceuticals in Canada
    edited by Nadeem Esmail   Z   Fraser Institute 2013



About the Fraser Institute

Our vi sion is a free and pros per ous world where in di vid u als ben e fit from greater
choice, com pet i tive mar kets, and per sonal re spon si bil ity. Our mis sion is to mea -
sure, study, and com mu ni cate the im pact of com pet i tive mar kets and gov ern ment
in ter ven tions on the wel fare of in di vid u als. Founded in 1974, we are an in de pend ent 
Ca na dian re search and ed u ca tional or ga ni za tion with lo ca tions through out North
Amer ica and in ter na tional part ners in over 85 coun tries. Our work is fi nanced by
tax-de duct ible con tri bu tions from thou sands of in di vid u als, or ga ni za tions, and
foun da tions. In or der to pro tect its in de pend ence, the In sti tute does not ac cept
grants from gov ern ment or con tracts for re search.

Nous envisageons un monde li bre et prospère, où chaque personne bénéficie d’un
plus grand choix, de marchés concurrentiels et de responsabilités individuelles. No -
tre mis sion consiste à mesurer, à étudier et à communiquer l’effet des marchés
concurrentiels et des in ter ven tions gouvernementales sur le bien-être des individus.

Peer review

Val i dat ing the accu racy of our research

The Fra ser In sti tute main tains a rig or ous peer re view pro cess for its re search.
New re search, ma jor re search pro jects, and sub stan tively mod i fied re search con -
ducted by the Fra ser In sti tute are re viewed by ex perts with a rec og nized ex per tise 
in the topic area be ing ad dressed. When ever pos si ble, ex ter nal re view is a blind
pro cess. Up dates to pre vi ously re viewed re search or new edi tions of pre vi ously
re viewed re search are not re viewed un less the up date in cludes sub stan tive or ma -
te rial changes in the meth od ol ogy.

The review pro cess is over seen by the direc tors of the Insti tute’s research
depart ments who are respon si ble for ensur ing all research pub lished by the Insti -
tute passes through the appro pri ate peer review. If a dis pute about the rec om men -
da tions of the review ers should arise dur ing the Insti tute’s peer review pro cess, the
Insti tute has an Edi to rial Advi sory Board, a panel of schol ars from Can ada, the
United States, and Europe to whom it can turn for help in resolving the dispute.

55    The Trade Benefits of Enhanced IP Protection for Pharmaceuticals in Canada
    edited by Nadeem Esmail   Z   Fraser Institute 2013



Edi to rial Advi sory Board

56    The Trade Benefits of Enhanced IP Protection for Pharmaceuticals in Canada
    edited by Nadeem Esmail   Z   Fraser Institute 2013

Pro fes sor Terry L. Ander son
Pro fes sor Rob ert Barro
Pro fes sor Michael Bliss
Pro fes sor Jean-Pierre Centi
Pro fes sor John Chant
Pro fes sor Bev Dahlby
Pro fes sor Erwin Diewert
Pro fes sor Ste phen Easton
Pro fes sor J.C. Her bert Emery
Pro fes sor Jack L. Granatstein
Pro fes sor Her bert G. Grubel
Pro fes sor James Gwartney
Pro fes sor Ron ald W. Jones
Dr. Jerry Jor dan
Pro fes sor Ross McKitrick

Pro fes sor Michael Parkin
Pro fes sor Friedrich Schnei der
Pro fes sor Law rence B. Smith
Dr. Vito Tanzi

Past mem bers
Pro fes sor Armen Alchian*
Pro fes sor James M. Buchanan*† 
Pro fes sor Friedrich A. Hayek*† 
Pro fes sor H.G. John son*
Pro fes sor F.G. Pennance*
Pro fes sor George Stigler*† 
Pro fes sor Edwin G. West*
Sir Alan Walters*

* De ceased                

† No bel Lau re ate


	The Trade and Economic Benefits of Enhanced Intellectual Property Protection for Pharmaceuticals in Canada
	Contents
	Introduction: The Trade and Economic Benefits of Enhanced Intellectual Property Protection for Pharmaceuticals in Canada
	Strengthening Intellectual Property Protectionfor Pharmaceutical Innovation: What Canada Stands to Gain by Kristina M. Lybecker
	Canada’s Trade Agreements and the Pharmaceutical Industry: The Road to Asia Runs Through Brussels, by Laura Dawson
	Publishing information
	Supporting the Fraser Institute
	Purpose, funding, and independence
	About the Fraser Institute
	Editorial Advisory Board



